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WINNING  THE  WAR  ON  CANCER:  PROGRESS 
AND  PROGNOSIS 


WEDNESDAY,  MAY  7,  1997 

U.S.  Senate, 
Subcommittee  on  Labor,  Health  and  Human 
Services,  and  Education,  and  Related  Agencies, 

Committee  on  Appropriations, 

Washington,  DC. 
The  subcommittee  met  at  9:20  a.m.,  in  room  SH-216,  Hart  Sen- 
ate Office  Building,  Hon.  Arlen  Specter  (chairman)  presiding. 
Present:  Senators  Specter,  Cochran,  Faircloth,  Harkin,  and  Reid. 

NONDEPARTMENTAL  WITNESSES 

Panel  1 — Senate  Cancer  Coalition 

statements  of: 

SENATOR  CONNIE  MACK,  COCHAIR 
SENATOR  DIANNE  FEINSTEIN,  COCHAIR 

OPENING  STATEMENT  OF  SENATOR  SPECTER 

Senator  Specter.  This  room,  Senate  Hart  216,  is  the  major  hear- 
ing room  in  the  U.S.  Senate,  and  there  are  many  hearings  of  sig- 
nificance in  this  room,  but  I  believe  today  we  have  a  special  hear- 
ing as  we  commemorate  the  25th  anniversary  of  the  National  Can- 
cer Act  and  talk  about  where  we  have  been,  what  we  have  accom- 
plished, but  more  importantly,  perhaps,  what  remains  to  be  done. 

The  President  and  the  Congress  came  to  agreement  on  Friday  on 
the  general  outline  of  a  budget,  and  I  believe  that  is  a  great  step 
forward  for  America,  so  that  the  people  of  this  country  can  see  that 
at  least  sometimes  there  is  agreement  in  Washington,  DC. 

We  have  a  budget  of  $1,700  billion,  and  I  am  personally  con- 
vinced that  we  have  the  funding  to  do  what  is  necessary  on  medical 
research  with  the  National  Institutes  of  Health  and  the  focus  on 
cancer  with  particularity,  and  it  is  a  matter  of  applying  those  re- 
sources. 

Early  this  year,  a  group  of  us  joined  together — Senator  Mack  was 
a  principal  sponsor,  Senator  Feins tein,  I,  others — in  setting  a  tar- 
get of  doubling  NIH  funding  over  the  next  5  years.  That  is  a  very, 
very  ambitious  target,  but  it  is  one  that  I  think  we  can  meet. 

Senator  Harkin,  who  cochairs  this  subcommittee  and  I,  set  our 
mark  on  a  7  ^-percent  increase  for  National  Institutes  of  Health 
this  year,  which  is  another  high  mark,  $952  million. 
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We  have  had  increases  in  NIH  funding  consistently  during  my 
tenure  here.  Lots  of  cuts  in  the  budget,  but  the  National  Institutes 
of  Health  has  been  funded  with  increases  whether  the  chairman 
was  Senator  Weicker  or  Senator  Lawton  Chiles  or  Senator  Tom 
Harkin,  or,  since  I  have  become  the  chairman  we  have  made  those 
increases  year  by  year,  and  we  have  a  very,  very  strong  case  be- 
cause of  the  advances  which  have  been  made  by  the  NIH  in  so 
many  diseases. 

Cancer  strikes  1.2  million  Americans  a  year.  In  1971  the  words, 
"you  have  cancer,"  was  tantamount  to  a  death  sentence.  Well,  it  is 
still  a  very  significant  pronouncement  to  hear.  Testicular  cancer 
death  rates  have  dropped  some  66  percent  since  the  early  seven- 
ties. Hodgkin's  Disease  death  rates  have  dropped  57  percent.  Sur- 
vival for  bone  cancer  grew  from  20  percent  to  60  percent,  and  the 
death  rate  for  childhood  leukemia  is  down  52  percent. 

While  we  have  those  statistical  improvements,  there  is  a  great 
deal  to  be  concerned  about  today.  Cancer  is  the  second  leading 
cause  of  death  in  the  United  States,  accounting  for  24  percent  of 
the  total  deaths.  There  were  1,252,000  new  cancer  cases  in  1995, 
the  last  statistical  year  available,  547,000  deaths  in  that  year. 
More  than  7  million  people  have  cancer  in  the  United  States,  and 
cancer  has  the  highest  rate  among  African-American  men. 

I  personally  have  been  the  beneficiary  of  the  advances  in  tech- 
nology. I  had  some  mild  symptoms,  found  out  I  had  meningioma. 
The  initial  diagnosis  was  much  tougher,  so  I  know  what  it  is  like 
to  hear  the  alleged  death  sentence,  and  it  all  worked  out  fine. 
When  I  had  an  MRI,  I  did  not  know  until  I  had  my  own  MRI  that 
we  have  only  had  the  MRI  since  1984,  and  we  really  can  do  much, 
much  more  if  we  establish  our  priorities. 

PREPARED  STATEMENT 

We  have  a  very  distinguished  list  of  witnesses  today.  These  are 
the  impediments  to  testimony  in  this  room.  There  is  no  unlimited 
right  to  speak,  as  there  is  on  the  Senate  floor,  and  the  green  light 
goes  on  for  5  minutes,  and  we  would  appreciate  if  our  witnesses 
can  complete  their  testimony  within  that  limit,  but  if  you  go  over 
that  is  all  right,  especially  for  my  senatorial  colleagues,  but  today 
all  the  witnesses  are  Senators. 

At  this  time  I  will  put  my  formal  statement  into  the  record  with- 
out objection. 

[The  statement  follows:! 

Prepared  Statement  of  Senator  Specter 

Just  over  25  years  ago  the  Congress  and  the  President  enacted  the  National  Can- 
cer Act.  This  legislation  catalyzed  an  unprecedented  effort  in  science  and  technology 
to  overcome  a  disease  that  strikes  1.2  million  Americans  each  year.  In  1971,  the 
words:  "you  have  cancer"  was  tantamount  to  a  death  sentence.  Today,  because  of 
the  national  cancer  program,  that  is  becoming  less  so.  Since  the  early  seventies: 

— Testicular  cancer  death  rates  have  dropped  66  percent; 

— Hodgkin's  disease  death  rates  have  dropped  57  percent; 

— Five  year  survival  rates  for  bone  cancer  have  improved  from  20  percent  to  60 
percent;  and 

— The  death  rate  for  childhood  leukemia  is  down  52  percent. 

I  can  personally  attest  to  the  miracles  of  modern  medicine  and  the  return  on  our 
investment  in  research.  Three  years  ago,  an  MRI  detected  a  benign  tumor  at  the 
outer  edge  of  my  brain.  The  tumor  was  removed  by  conventional  surgery  with  five 
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days  of  hospitalization  and  five  more  weeks  of  recuperation.  Last  June,  a  follow-up 
MRI  detected  a  small  amount  of  tissue  remaining  from  the  previous  tumor  .  On  Oc- 
tober 11  of  last  year,  it  was  treated  with  high-powered,  focused  radiation  from  the 
"gamma  knife."  I  entered  the  University  of  Pittsburgh  medical  center  in  the  morn- 
ing, and  left  that  same  afternoon,  ready  to  resume  my  regular  schedule.  Like  the 
MRI,  the  gamma  knife  is  a  recent  invention,  coming  into  widespread  use. 

What  we  have  accomplished  as  a  nation  in  battling  cancer  in  the  past  25  years 
has  been  a  lasting  legacy  for  all  people.  The  advent  of  genetic  therapy,  new  diag- 
nostic techniques  like  MRI  and  CT  scans,  and  high-tech  surgical  techniques  are  just 
some  of  the  new  weapons  in  our  collective  arsenal  against  cancer.  But  we  still  have 
many  more  steps,  both  big  and  small,  to  accomplish  the  objective  of  striking  down 
the  death  sentence  of  cancer. 

This  subcommittee  has  the  primary  responsibility  for  funding  the  war  on  cancer. 
Over  the  past  25  years,  we  have  appropriated  $31.5  billion  to  the  National  Cancer 
Institute.  Like  the  Chairmen  who  served  before  me,  including  Senator  Harkin,  I 
hold  this  responsibility  with  highest  regard. 

On  January  21,  I  joined  with  my  colleague,  Senator  Mack,  in  introducing  Senate 
Resolution  15  which  aims  for  a  doubling  of  NIH  funding  over  the  next  5  years. 
While  committed  to  this  goal,  I  recognize  its  ambitious  nature  and  am  working  with 
my  colleagues  on  alternative  methods  of  financing  in  order  to  reach  this  objective. 
Toward  this  end,  on  March  13,  Senator  Harkin  and  I  introduced  S.  441,  a  bill  to 
establish  a  National  Fund  For  Health  Research.  Monies  from  the  Fund  would  pro- 
vide the  NIH  with  up  to  $6  billion  more  annually  through  a  small  assessment  on 
health  insurance  premiums.  We  have  gotten  a  good  response  to  this  proposal  and 
I  am  optimistic  that  we  can  make  progress. 

In  the  meantime,  I  have  expressed  publicly  a  commitment  to  a  7.5-percent  in- 
crease for  NIH,  or  $952  million,  and  I  will  be  looking  closely  at  the  budget  agree- 
ment to  ensure  that  it  is  sufficient  for  this  subcommittee  to  support  our  top  prior- 
ities, not  only  in  medical  research,  but  in  education  as  well. 

We  have  assembled  here  today  three  panels  representing  leaders  from  the  public 
and  private  sector,  physicians,  scientists,  and  cancer  patients  who  wish  to  bear  wit- 
ness to  the  progress  and  to  the  opportunities  that  remain  to  be  pursued.  It  is  an 
impressive  array  of  witnesses  with  heartfelt  interests,  not  only  for  themselves,  but 
for  all  people.  I  look  forward  to  hearing  your  testimony. 

SUMMARY  STATEMENT  OF  SENATOR  MACK 

Senator  Specter.  We  are  here  today  to  hear  first  from  the  distin- 
guished cochairs  of  the  Senate  cancer  coalition.  I  guess  we  are  pro- 
ceeding with — I  do  not  know  why  this  has  listed  Senator  Connie 
Mack  first,  but  Senator,  the  floor  is  yours. 

Senator  Mack.  Thank  you,  Senator  Specter,  for  convening  this 
hearing  today. 

I  want  to  express  my  appreciation  to  Senator  Reid  and  Senator 
Faircloth  for  being  here  as  well.  This  is  an  important  day  for  many 
of  us,  because  it  does  focus  the  attention  of  the  country  once  again 
on  the  disease  of  cancer. 

I  want  to,  Senator  Specter,  express  my  deep  appreciation  to  you 
and  to  Senator  Harkin.  Regardless  of  whether  you  were  chairman 
or  ranking  member  or  vice  versa,  the  two  of  you  have  made  a  com- 
mitment to  the  National  Institutes  of  Health  which  has  been  sec- 
ond to  none. 

I  had  the  opportunity  the  other  day  to  speak  with  some  folks  in 
the  pharmaceutical  field,  and  the  comment  was  made  that  knowl- 
edge drives  investment,  that  as  we  expand  the  base  of  knowledge, 
ideas  are  developed  to  the  point  that  investors  see  opportunities  to 
move  into  new  pharmaceuticals,  the  potential  for  a  cure,  so  it  is  the 
development  of  knowledge  that  is  so  vital,  and  it  is  the  investment 
that  we  make  as  a  country  in  the  National  Institutes  of  Health 
through  basic  research  that  develops  this  expanding  base  of  knowl- 
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edge  which  drives  investment  which  will  eventually  lead  us  to  a 
cure. 

We  are  today  in  a  sense  celebrating  what  has  been  accomplished 
over  the  last  25  years,  and  a  great  deal  has  been  accomplished. 
Senator  Specter  made  the  comment  a  moment  ago  about  his  experi- 
ence with  cancer  and  the  impact  of  technology  which  became  avail- 
able in  1984.  There  are  literally  hundreds,  if  not  thousands  of  ex- 
amples of  what  has  been  developed  over  the  last  25  years  from  the 
standpoint  of  technology. 

I  come  to  this  hearing  this  morning,  though,  wanting  to  empha- 
size the  personal  side  of  this.  Sometimes  I  guess  I  have  in  working 
with  Dianne  Feinstein,  Senator  Feinstein  over  these  last  several 
years  with  the  cancer  coalition  we  have  had  an  opportunity,  I 
think,  Dianne,  to  really  make  more  and  more  of  our  fellow  citizens 
aware  of  the  disease. 

We  have  played  our  part,  if  you  will,  in  making  America  more 
knowledgeable  about  the  disease.  We  know  that  if  people  are  made 
aware  of  the  signs  of  the  early  stages  of  cancer  that  truly  lives  can 
be  saved.  That  information  has  been  developed  as  a  result  of  our 
commitment  this  last  25  years  through  the  efforts  of  the  Congress 
and  NIH. 

I  would  just  say  to  everyone  that  we  should  focus  today  on  the 
future  and  the  lives  that  can  be  saved.  My  own  personal  experience 
is  one  that  began  in  the  early  1960's,  when  my  younger  brother, 
Michael,  was  diagnosed  with  melanoma,  and  Arlen,  when  you  men- 
tioned hearing  those  words  that  somebody  had  been  diagnosed  with 
cancer,  clearly  in  those  days  it  was  a  foregone  conclusion  in  every- 
one's mind  that  Michael  would  die,  and  truly  he  was  diagnosed  in 
his  early  twenties,  told  he  had  6  months  to  live.  He  was  a  fighter, 
and  he  lived  for  12  years,  and  the  impact  he  had  on  people's  lives 
those  12  years  cannot  be  measured. 

When  I  ran  for  the  Congress  in  1982  I  dedicated  my  political  ca- 
reer to  my  brother,  to  Michael.  I  think  in  1982,  when  I  expressed 
those  words,  I  really  had  no  idea  as  to  how  to  go  about  playing  a 
role  in  the  fight  against  cancer.  I  now  know  that  in  fact,  at  least 
in  my  mind,  it  is  possible  to  find  a  cure  for  cancer,  and  that  we 
could  eradicate  cancer. 

Think  about  what  has  been  going  through  people's  minds  years 
ago  when  the  pursuit  of  ridding  the  world  of  polio.  I  am  sure  there 
were  plenty  who  said  it  could  never  be  done,  but  look  at  the  impact 
on  the  world  and  on  our  country  and  on  our  society  today  because 
of  the  fact  that  polio  has  been  eradicated. 

Norman  Schwarzkopf  in  this  room,  at  a  hearing  that  was  held 
by  Senator  Hatfield  and  Senator  Cohen — as  a  matter  of  fact,  their 
last  hearing — Senator,  or,  excuse  me,  Norman  Schwarzkopf  was 
here  and  he  was  testifying  on  behalf  of  those  who  have  been  en- 
gaged in  this  fight  against  cancer,  and  he  is  a  prostate  cancer  sur- 
vivor. He  said  the  American  people  would  not  stand  for  military  op- 
eration which,  like  the  battle  against  cancer,  has  taken  25  years 
and  claimed  10  million  lives. 

He  in  essence  went  on  to  say  that  one  day  when  the  American 
people  fully  understand  what  we  are  capable  of  doing  they  are 
going  to  be  mad  as  hell  that  we  have  not  acted  faster,  that  we  have 
not  provided  more  resources  to  fight  this  disease. 
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Travis  Roy  was  at  that  hearing  as  well.  Travis  Roy  was  a  starter 
for  the  Boston  University  hockey  team  and  while  this  is  not  cancer, 
it,  I  think,  goes  to  indicate  that — someone  said  to  me  earlier  this 
morning,  we  are  not  here  solely  for  investments  in  the  National  In- 
stitutes of  Health  for  cancer  only.  We  want  to  see  the  investment 
in  the  National  Institutes  of  Health  doubled  because  we  believe 
that  this  investment  in  basic  research  can  have  an  effect  in  all 
kinds  of  diseases. 

This  individual  suffered  a  spinal  cord  injury  which  paralyzed  him 
from  the  neck  down.  His  comment  to  us  that  day  was  his  hope  was 
that  one  day  I  simply  want  to  be  able  to  hug  my  mother,  and  if 
he  had  made  that  statement  25  years  ago,  most  of  us  would  have 
concluded  that  there  was  no  way  that  that  could  possibly  happen. 

I  think  what  has  changed  now,  why  this  fight  is  different,  is  be- 
cause most  of  us  honestly  believe  that  we  have  developed  to  the 
point  that  we  can  develop  technology  in  the  future  that  in  fact  can 
cure  so  many  of  these  diseases  that  are  affecting  our  loved  ones. 

PREPARED  STATEMENT 

So  again  I  thank  the  chairman  for  allowing  me  to  go  on  beyond 
the  assigned  time  and  I  commend  you  and  compliment  you  for  the 
work  you  are  doing,  and  indicate  to  you  that  Senator  Feinstein  and 
I  and  others  will  work  with  you  to  make  sure  that  over  this  5  years 
that  we  double  the  investments  of  NIH. 

Thank  you,  Mr.  Chairman. 

Senator  Specter.  Thank  you  very  much,  Senator  Mack. 
[The  statement  follows:] 

Prepared  Statement  of  Senator  Connie  Mack 

Mr.  Chairman,  thank  you  for  the  opportunity  to  testify  at  this  important  hearing. 

This  year  marks  the  25th  Anniversary  of  the  National  Cancer  Act.  With  the  sign- 
ing of  this  historic  legislation  by  President  Richard  Nixon,  America  officially  de- 
clared a  "war  on  cancer." 

I  believe  the  most  significant  benefits  of  the  National  Cancer  Act  can  be  summed 
up  in  these  words — hope  and  opportunity. 

Twenty-five  years  ago,  when  patients  were  told  they  had  cancer,  they  were  also 
told  there  was  not  much  hope  for  survival. 

Today,  thanks  to  the  scientists  at  the  National  Institutes  of  Health  and  in  aca- 
demic research  centers  throughout  our  nation,  patients  have  a  realistic  hope  of  beat- 
ing cancer.  Overall  cancer  death  rates  have  fallen.  New  technologies  for  the  detec- 
tion and  diagnosis  of  cancer  are  being  developed  at  a  rapid  pace.  The  Human  Ge- 
nome Project  is  progressing  ahead  of  schedule,  and  it  is  leading  biomedical  research 
in  to  a  revolutionary  era.  Cancer  patients  have  immediate  access  to  information 
about  new  methods  of  treatment,  including  clinical  trials.  America  has  led  the  world 
in  the  development  of  more  targeted,  and  less  toxic,  ways  to  treat  cancer. 

And  so  today,  as  we  commemorate  the  25th  anniversary  of  the  passage  of  the  Na- 
tional Cancer  Act,  there  is  indeed  great  cause  to  celebrate  the  scientific  advance- 
ments which  now  bring  hope  to  patients  throughout  the  world  who  are  diagnosed 
with  cancer. 

Now,  it  is  up  to  Congress  and  the  Administration,  along  with  our  friends  in  the 
patient  community,  to  take  advantage  of  the  opportunity  to  build  upon  this  founda- 
tion and  conquer  this  horrible  disease. 

Our  scientific  base  of  knowledge  is  such  that  now  is  the  time  for  a  bold,  new  com- 
mitment to  finding  the  cure  for  cancer  and  other  diseases.  We  now  have  the  oppor- 
tunity to  make  scientific  breakthroughs  which,  only  a  decade  ago,  would  have 
seemed  impossible.  Scientists  have  identified  key  research  areas  where  they  are 
poised  to  make  significant  advances  including  the  biology  of  brain  disorders;  new 
preventive  strategies  against  disease;  the  development  of  new  therapeutics  such  as 
genetic  medicine;  new  approaches  to  our  understanding  of  cell  and  protein  structure 
through  3-D  modeling,  and  state-of-the-art  instrumentation  and  computers. 
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The  question  is  whether  the  Congress  will  provide  the  necessary  resources  to  take 
advantage  of  these  and  other  scientific  opportunities. 

I  have  introduced  a  Senate  resolution  to  double  funding  for  the  National  Insti- 
tutes of  Health  over  the  next  five  years.  I  realize  how  difficult  this  will  be  to 
achieve.  It  will  mean  tough  choices.  Spending  on  some  government  programs  will 
undoubtedly  have  to  be  reduced. 

But  I  am  convinced  that  Americans  are  willing  to  make  this  commitment,  and 
they  are  looking  to  Congress  for  the  leadership  necessary  to  achieve  this  ambitious 
goal. 

What  could  it  mean  to  average  Americans  if  we  doubled  our  commitment  to  bio- 
medical research? 

I  think  back  to  a  hearing  of  the  Senate  Committees  on  Appropriations  and  Aging 
which  took  place  last  year.  One  of  the  witnesses  who  testified  was  a  brave  young 
man  from  Maine  named  Travis  Roy.  All  his  life,  Travis  dreamed  of  being  a  profes- 
sional hockey  player.  He  had  the  God-given  talent  and  the  strong  desire  to  achieve 
his  goal.  He  qualified  as  a  starter  for  the  Boston  University  hockey  team.  Eleven 
seconds  into  his  first  game,  he  suffered  an  injury  which  left  him  paralyzed  from  the 
neck  down. 

Travis  Roy  knows  his  dream  of  being  a  professional  hockey  player  is  probably 
gone.  Now,  he  has  a  new  goal.  As  he  told  those  of  us  who  were  there,  "One  day, 
I  simply  want  to  be  able  to  hug  my  mother." 

A  decade  ago,  doctors  could  not  offer  Travis  much  hope.  Today,  given  the  out- 
standing progress  that  has  been  made  in  spinal  cord  rejuvenation  research,  doctors 
are  able  give  him  a  realistic  sense  that  he  can,  one  day,  achieve  this  new  goal. 

The  challenge  before  us  is  great.  But  America  has  always  responded  when  our 
people  are  behind  the  challenge.  America  landed  a  man  on  the  moon.  We  pioneered 
computer  technology.  America  won  the  cold  war.  Now,  it  is  time  for  America  to  win 
the  war  on  cancer  and  other  diseases. 

We  have  the  knowledge.  We  have  the  technology.  We  have  the  support  of  the 
American  people. 

Now  is  the  time  for  leadership.  Now  is  the  time  for  action. 

SUMMARY  STATEMENT  OF  SENATOR  FEINSTEIN 

Senator  Specter.  We  now  turn  to  the  distinguished  Senator  from 
California,  Senator  Feinstein. 

Senator  Feinstein.  Thank  you,  Mr.  Chairman,  Senator  Faircloth, 
Senator  Reid.  I  am  very  pleased  to  be  here.  It  has  been  a  great 
pleasure  for  me  to  work  with  Connie  Mack.  We  have  held  four 
hearings  in  the  cancer  coalition.  I  think  they  have  been  useful. 

We  have  done  some  work  on  genetics  to  prevent  any  insurance 
company  from  discriminating  against  anyone  in  their  policy  on  the 
basis  of  genetics.  That  is  now  part  of  legislation  that  Congress 
passed,  the  law  of  the  land. 

We  held  hearings  on  environmental  risk  factors,  breast  cancer, 
and  tamoxifen. 

I  think,  Mr.  Chairman,  the  good  news  is  the  American  Cancer 
Society's  finding  that  shows  that  for  the  first  time  since  1900  the 
death  rates  of  cancer  are  on  the  decline.  That  is  good  news.  There 
is  a  lot  of  bad  news.  Part  of  it  is  that  cancer  kills  half-a-million 
Americans  a  year,  that  it  will  overtake  heart  disease  by  the  year 
2000. 

Lung  cancer  remains  the  No.  1  killer  of  women  and  breast  cancer 
the  No.  2  killer,  now  impacting  more  and  more  younger  women. 

Since  the  signing  of  the  National  Cancer  Act  in  1971  we  have 
spent  $25  billion  on  cancer  research  and  yet  we  still  do  not  have 
a  cure  or,  in  so  many  cases,  a  cause. 

In  1996  the  National  Cancer  Institute  could  fund  only  26  percent 
of  its  grant  applications.  That  is  down  from  32  percent  in  1992  so 
they  were  actually  able  to  fund  fewer  grant  requests. 
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Only  3  cents  of  every  health  care  dollar  is  used  in  this  country 
for  medical  research,  and  NIH's  budget  is  less  than  1  percent  of  the 
Federal  budget,  and  yet  we  find  in  independent  polls  that  75  per- 
cent of  the  American  people  would  pay  more  if  their  dollars  were 
used  for  research. 

A  recent  poll  this  year  in  California  found  that  59  percent — this 
is  a  proposition  13  State — 59  percent  of  the  people  polled  support 
more  taxes  if  those  dollars  go  for  this  kind  of  research. 

I  want  to  just  speak  about  three  efforts  that  are  going  to  take 
place.  Senator  Mack  and  I  have  joined  together  in  a  bill  that  will 
create  a  tax  checkoff  for  cancer  research.  Studies  show  that  60  per- 
cent of  Americans  would  contribute  to  medical  research  in  this 
way.  If  the  average  contribution  were  just  $10,  $410  million  could 
be  raised  through  a  tax  checkoff.  If  the  average  contribution,  which 
has  been  average  in  other  areas,  were  $23,  $1.1  billion  for  research 
could  be  raised  in  this  way. 

I  know  both  Senator  Mack  and  I  cordially  invite  the  three  Sen- 
ators on  the  dias  to  become  cosponsors  of  this  legislation.  We  be- 
lieve its  time  has  come. 

This  week,  I  will  also  introduce  a  bill  to  create  some  consistent 
coverage  of  screening  mammography  for  women  over  the  age  of  40 
in  commercial  insurance,  in  Medicare  and  Medicaid,  consistent 
with  the  guidelines  of  the  American  Cancer  Society  and  the  Na- 
tional Cancer  Institute.  Lack  of  insurance  coverage  is  a  major  ob- 
stacle in  getting  regular  mammography  screening  for  women. 

The  third  piece  of  legislation  that  I  will  introduce  this  week,  and 
again  I  would  urge  people  to  join  with  me,  is  a  breast  cancer 
stamp.  This  initiative  is  supported  by  a  host  of  cancer  institutions, 
and  I  would  like  to  ask  that  their  names  be  incorporated  in  my 
written  remarks,  if  I  might. 

Senator  SPECTER.  Without  objection,  they  will  be  incorporated. 

Senator  Feinstein.  Essentially,  what  we  are  asking  is  that  the 
U.S.  Postal  Service  create,  instead  of  a  32  cent  stamp,  an  addi- 
tional stamp,  a  33  cent  stamp,  and  that  that  1  cent  go  for  breast 
cancer  research.  Research  has  shown  that  this  could  produce  any- 
where from  $60  million  to  $300  million  a  year.  If  just  10  percent 
of  those  who  buy  first-class  stamps  were  to  buy  the  breast  cancer 
stamp,  this  would  mean  an  additional  $60  million  a  year. 

So  these  three  initiatives  are  going  to  be  taking  place  this  week, 
and  I  would  very  much  hope  that  every  Member  would  support 
them. 

Also,  Senator  D'Amato  has  authored  legislation,  of  which  I  am  an 
original  cosponsor,  which  would  end  the  drive-through 
mastectomies  and  set  into  law  the  proviso  that  hospital  stays 
should  only  be  determined  by  the  physician  in  consultation  with 
the  patient,  not  by  insurance  companies. 

I  was  appalled  to  learn  from  a  California  constituent  who  had  a 
mastectomy  at  11:30  a.m.,  and  was  pushed  out  the  door  at  4:30 
that  afternoon,  virtually  unable  to  stand,  not  really  understanding 
even  where  she  was.  This  kind  of  medical  care  has  got  to  end. 

PREPARED  STATEMENT 

So  I  see  my  time  is  up.  I  really  want  to  thank  you.  This  is  so 
important.  I  think  it  is  the  one  thing  that  all  Americans  agree  on. 
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They  want  to  see  their  Federal  Government  doing  more  research 
to  end  life-taking  disease,  and  I  thank  you  very  much,  Mr.  Chair- 
man. 

Senator  Specter.  Thank  you  very  much,  Senator  Feinstein. 
[The  statement  follows:] 

Prepared  Statement  of  Senator  Dianne  Feinstein 

Thank  you  for  giving  me  the  opportunity  to  appear  before  you  this  morning.  In 
looking  at  where  we  are  as  a  nation  in  terms  of  health  care,  there  is  hardly  a  higher 
calling  than  the  goal  of  eradicating  one  of  humankind's  most  dreaded  and  most  dev- 
astating diseases — cancer.  As  Co-Chair  of  the  Senate  Cancer  Coalition  along  with 
my  colleague  Senator  Mack,  I  have  made  cancer  research  one  of  my  top  priorities. 

Even  though  earlier  this  year  the  American  Cancer  Society  announced  new  data 
showing  that  for  the  first  time  since  1900,  overall  cancer  death  rates  have  shown 
a  sustained  decline,  we  all  know  that  death  rates  for  some  cancers,  like  cancer  of 
the  pancreas  and  chronic  leukemia  in  the  elderly,  are  going  up.  We  know  that  child- 
hood cancer  has  risen  11  percent  over  the  past  decade. 

Cancer  kills  half  a  million  Americans  per  year.  It  will  overtake  heart  disease  as 
the  leading  cause  of  death  of  Americans  by  2000.  This  year,  44,190  people  will  die 
from  breast  cancer,  the  second  major  cause  of  cancer  death  in  women.  Lung  cancer 
rates  continue  to  rise;  lung  cancer  accounts  for  29  percent  of  all  cancer  deaths.  Vir- 
tually every  family  is  touched  by  cancer  at  some  time.  Every  person  fears  it.  We 
cannot  rest  until  we  have  found  a  cure  for  cancer.  And  I  for  one  will  not. 

There  are  several  issues  I  would  like  to  highlight  today. 

REDOUBLE  RESEARCH  EFFORTS 

This  subcommittee  has  given  important  support  to  cancer  research  over  the  years 
and  I  know  you  agree  that  we  must  not  let  federal  health  research  decline.  Since 
the  signing  of  the  National  Cancer  Act  in  1971,  we  have  spent  over  $25  billion  on 
cancer  research,  but  we  do  not  have  a  cure. 

The  facts  tell  us  a  sad  story: 

In  1996,  the  National  Cancer  Institute  could  only  fund  26  percent  of  grant  appli- 
cations, a  rate  that  has  dropped  from  32  percent  in  1992.  This  low  funding  rates 
leaves  a  vast  wealth  of  knowledge  unobtained,  many  questions  unanswered. 

Only  3  cents  of  every  health  care  dollar  spent  in  this  country  is  used  for  research. 
NIH's  budget  is  less  than  1  percent  of  the  federal  budget. 

As  managed  health  care  insurance  expands  and  plans  choose  not  to  affiliate  with 
academic  medical  centers,  our  research  institutions  are  rapidly  losing  revenues  that 
have  traditionally  provided  core  support  for  research. 

Biomedical  science — and  especially  cancer  research — is  on  the  cutting  edge  of 
many  important  discoveries,  a  time  when  we  should  be  nourishing  our  research 
base,  not  starving  it,  to  maximize  these  explosions  in  scientific  knowledge.  For  ex- 
ample, we  have  made  revolutionary  advances  in  understanding  genetics  in  recent 
years  that  help  us  better  understand  why  cells  become  cancerous. 

A  June  1995  national  survey  by  Research  America  found  that  75  percent  of  the 
public  would  pay  more  for  medical  research.  94  percent  of  Americans  believe  it  is 
important  for  the  United  States  to  maintain  its  role  as  a  world  leader  in  medical 
research.  A  May  1996  poll  found  that  59  percent  of  Californians  would  pay  more 
in  taxes  to  support  medical  research. 

The  United  States  has  always  been  the  world's  leader  in  developing  sophisticated 
treatments  for  illnesses  and  diseases,  in  making  breakthrough  medical  discoveries 
and  in  improving  human  life  expectancy.  We  cannot  backslide. 

feinstein  efforts 

I  have  taken  a  number  of  steps  to  address  the  scourge  of  cancer. 

Tax  checkoff.— This  week,  Senator  Mack  and  I  will  introduce  a  bill  to  create  a  tax 
checkoff  on  tax  returns  so  that  citizens  can  contribute  to  a  Cancer  Research  Trust 
Fund.  Studies  show  that  60  percent  of  Americans  would  contribute  to  medical  re- 
search in  this  way  and  that  if  the  average  contribution  were  just  $10,  $410  million 
could  be  raised. 

Mammography  Coverage.— This  week,  I  will  also  introduce  a  bill  to  create  some 
consistent  insurance  coverage  of  screening  mammography  for  all  women  over  age 
40  in  commercial  insurance,  Medicare  and  Medicaid,  consistent  with  the  guidelines 
of  the  American  Cancer  Society  and  the  National  Cancer  Institute.  Lack  of  insur- 
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ance  coverage  is  a  major  obstacle  to  getting  regular  screening  mammographies, 
studies  show,  and  mammograms  save  lives. 

Breast  Cancer  Stamp. — I  will  also  introduce  a  bill  requiring  the  U.S.  Postal  Serv- 
ice to  create  a  new  stamp,  adding  1  cent  to  the  price  of  a  normal,  first-class,  32- 
cent  stamp,  and  directing  USPS  to  transfer  the  funds  to  the  NIH  and  the  Defense 
Department  for  breast  cancer  research. 

Senate  Cancer  Coalition. — Senator  Mack  and  I  have  held  several  hearings  on  can- 
cer including  a  hearing  on  genetic  testing  for  cancer,  one  on  the  status  of  breast 
cancer  research,  one  on  the  drug  tamoxifen,  and  one  on  environmental  risk  factors 
for  cancer.  At  the  March  6  hearing  on  environmental  risk  factors,  several  witnesses 
presented  compelling  testimony  about  the  geographic  disparities  in  cancer  rates  and 
pressed  the  need  for  more  research.  They  called  for  better  coordination  among  the 
14  federal  offices  that  sponsor  environmental  health  research. 

Clinical  Trials  Database. — On  January  21,  along  with  Senator  Snowe,  I  intro- 
duced S.  87,  a  bill  to  set  up  a  toll-free  service  so  that  people  with  life-threatening 
diseases  and  the  medical  community  can  conveniently  find  out  what  research 
projects  are  underway.  This  database  is  needed  so  that  people — often  people  in  des- 
perate, life-threatening  situations,  people  who  have  tried  everything — can  easily  find 
possible  new  treatments.  Getting  information  on  health  research  projects  should  not 
require  a  "fishing  expedition"  of  futile  calls,  "good  connections,"  computer  sophistica- 
tion or  access  to  top-flight  university  medical  schools  to  find  out  about  research  on 
treatments  of  disease. 

Mastectomy,  Reconstruction  Coverage. — With  Senator  D'Amato,  I  have  introduced 
S.  249,  the  Women's  Health  and  Cancer  Rights  Act  of  1997,  to  require  insurance 
plans  to  cover  medically-necessary  hospital  stays,  the  length  of  which  would  be  de- 
termined by  the  physician,  in  consultation  with  the  patient.  The  bill  also  requires 
plans  to  cover  breast  reconstruction  after  a  mastectomy  and  for  all  cancers,  to  cover 
second  opinions  by  specialists,  whether  the  initial  diagnosis  is  positive  or  negative. 

Anti-Discrimination  Now  Law. — Last  year,  Senator  Mack  and  I  introduced  the 
Genetic  Fairness  Act,  and  with  others,  we  succeeded  in  including  in  the  Health  In- 
surance Portability  Act,  now  law,  a  provision  prohibiting  insurers  from  denying  in- 
surance on  the  basis  of  genetic  information. 

I  salute  you  for  holding  this  hearing  this  morning.  Hearing  from  this  distin- 
guished list  of  witnesses,  who  have  been  personally  touched  by  cancer,  can  commu- 
nicate to  the  public  most  graphically  the  need  to  make  cancer  research  funding  a 
top  priority  of  this  government.  In  this  difficult  budget  climate,  let  us  pledge  to 
work  together  toward  that  end. 

OPENING  REMARKS  OF  SENATOR  RE  ID 

Senator  Specter.  Senator  Reid,  do  you  have  an  opening  state- 
ment? 

Senator  Reid.  Mr.  Chairman,  I  have  a  number  of  things  I  would 
like  to  say.  First  of  all,  I  would  be  happy  to  be  joined  as  a  sponsor 
of  the  resolution — your  legislation,  I  am  sorry,  to  have  a  tax  check- 
off. I  think  that  is  excellent. 

My  only  suggestion  with  your  breast  cancer  stamp  is,  I  think  it 
should  be  on  all  stamps.  I  do  not  think  it  should  be  a  choice.  I 
think  it  should  be  a  penny  on  every  stamp.  It  should  go  to  medical 
research  generally,  but  that  lacking,  I  will  join  you  in  having  a  spe- 
cial stamp,  which  I  think  is  better  than  nothing,  but  not  much. 

Senator  Feinstein.  Thank  you. 

Senator  Reid.  Mr.  Chairman,  I  think  that  I  would  first  like  to 
extend  my  appreciation  to  you  for  the  panels  that  you  have  gotten 
together  today.  Like  happens  around  here,  we  have  a  vote  sched- 
uled at  10  o'clock  so  we  will  not  be  able  to  join  in  all  of  these. 

I  appreciate  the  leadership  of  Senators  Mack  and  Feinstein.  I 
think  it  is  commendable  that  you  have  done  the  things  you  have 
already  done  and  I  think,  Senator  Mack,  I  would  say  that  as  I  was 
waiting  to  hear  you  testify  I  was  thinking  about  how,  as  a  young 
boy,  I  was  frightened  to  death  of  polio. 
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I  lived  in  a  small  rural  community,  was  always  worried  about 
polio.  There  was  a  man  in  town  that  had  a  real — he  was  hunch- 
backed and  grossly  handicapped,  and  he  had  had  polio  as  a  young 
boy. 

The  same  feelings  that  I  had  as  a  boy  are  now  present  with  can- 
cer. You  know,  prostate  cancer,  one  out  of  every  five  men,  people 
around  the  family  and  friends  dying,  getting  sick  with  cancer,  and 
I  believe,  as  do  you,  that  we  can  Jo  better. 

In  testimony  we  will  hear  today — I  have  reviewed  the  testimony. 
The  experts  that  will  testify  say  we  are  very  close  with  all  of  our 
gene  research  to  finding  some  breakthroughs  not  only  to  finding 
better  ways  of  treatment,  maybe,  to  stop  cancer.  One  part  of  the 
testimony  today  talks  about  a  vaccine  for  some  type  of  brain  cancer 
that  they  think  is  going  to  work. 

So  I  again  commend  you  for  your  leadership.  Senator  Specter, 
thank  you  very  much  for  convening  this  hearing,  and  I  will  close 
by  saying  that,  Senator  Feinstein,  I  think  it  is  important  that  we 
do  not  talk  about  all  the  negative  things,  as  you  started  off  by  indi- 
cating there  is  good  news.  There  is  good  news  with  the  work  that 
is  being  done  on  cancer  research,  and  even  though  there  is  a  lot 
more  to  do,  we  have  made  significant  progress. 

Senator  Specter.  Thank  you  very  much,  Senator  Reid. 

OPENING  REMARKS  OF  SENATOR  LAUCH  FAIRCLOTH 

Senator  Specter.  Senator  Faircloth,  do  you  have  an  opening 
statement? 

Senator  Faircloth.  Yes;  I  do  have  a  very  brief  one,  and  again 
I  want  to  thank  you  for  having  the  hearing  and  the  panel  that  you 
have  put  together  here.  It  will  certainly  attract  attention  to  some- 
thing that  we  all  feel  very  strongly  about. 

Much  progress  has  been  made,  as  we  all  know,  since  President 
Nixon  signed  the  National  Cancer  Act  25  years  ago.  In  the  1990's 
we  have  seen  some  very  encouraging  news  in  that  the  overall  mor- 
tality rate  for  cancer  for  the  first  time  has  begun  to  drop  since 
1990. 

But  I  am  old  enough  to  remember  when  cancer — as  Senator 
Mack  mentioned  earlier  that  when  his  brother  was  20  years  old — 
that  it  was  a  death  sentence.  In  the  thirties  and  forties  when  some- 
one had  cancer  and  even  into  the  fifties  it  was  an  automatic  death 
sentence.  There  really  was  not  anything  they  could  do.  They  just 
tried  to  make  people  comfortable  and  watched  them  slowly  die,  and 
that  was  it.  So  we  have  done  a  lot,  but  we  need  to  do  a  lot  more 
to  eradicate  the  disease. 

But  I  am  especially  proud  that  so  much  of  the  research  and  find- 
ing a  cure  for  cancer  has  taken  place  in  North  Carolina.  Duke  Uni- 
versity especially  has  had  a  lead  role  and  was  named  a  comprehen- 
sive cancer  center  in  1973  by  the  National  Cancer  Institute. 

Today,  clinics  at  Duke  have  more  than  100,000  cancer  patient 
visitors  each  year.  I  am  proud  of  what  they  have  been  able  to  do. 
I  want  to  commend  the  panel  for  coming  here  this  morning  and 
meeting  here  to  share  their  experience  and  knowledge. 

It  is  a  tremendous  help  when  people  such  as  Mr.  Donaldson  and 
Mr.  Palmer  come  and  show  their  support,  and  it  encourages  all 
Americans  to  use  early  detection  and  prevention  and  methods  that 
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are  available  to  us  today.  I  think  so  many  younger  people  tend  to 
forget  when  these  methods  of  detection  were  not  available.  You  just 
simply  went  on  until  the  cancer  broke  through  somewhere  and  you 
were  too  far  gone  to  do  anything  about  it. 

So  I  want  to  thank  you,  Senator  Specter,  and  all  of  the  panelists, 
for  what  they  have  done  to  bring  this  to  the  forefront  of  the  Amer- 
ican people.  I  thank  you. 

Senator  Specter.  Thank  you  very  much. 

Senator  Mack.  Mr.  Chairman,  if  I  could  just  make  one  comment 
with  respect  to  what  Senator  Reid  said  a  moment  ago,  he  is  abso- 
lutely right  to  focus  us  on  the  positive. 

I  am  reminded  that  my  wife,  Priscilla,  who  is  a  breast  cancer 
survivor,  just  about  I  guess  10  days  ago,  2  weeks  ago  had  a  lunch- 
eon here  in  Washington.  It  was  a  luncheon  of  survivors.  The  mes- 
sage is  that  in  fact  you  can  beat  the  disease,  that,  for  example,  in 
certain  types  of  breast  cancer,  if  detected  early,  94  percent  curable. 

So  you  are  absolutely  right,  we  need  to  keep  people  focused  on 
the  idea  that  if  you  catch  the  disease  early  you  can  whip  it.  So 
thank  you  for  raising  that  point. 

Senator  Specter.  Thank  you,  Senator  Mack.  We  do  have  a  vote 
at  10  o'clock.  My  suggestion  would  be  that  we  limit  our  questions 
to  one  for  the  two  panels  here  on  the  first  round. 

I  am  frequently  asked  a  question,  and  was  this  morning  earlier, 
what  can  be  done  in  a  practical  sense  to  increase  funding  for  can- 
cer, increase  funding  for  the  National  Institutes  of  Health,  and  I 
would  be  interested  in  a  response  from  Senator  Feinstein  and  Sen- 
ator Mack,  and  the  response  that  I  give  is  to  contact  your  Member 
of  the  House  and  your  Member  in  the  Senate  and  to  get  your  peers 
to  do  the  same  thing. 

It  is  much  more  effective  if  you  are  going  to  try  to  influence  the 
Member  from  Congress  in  Wisconsin  illustratively  to  have  people 
from  that  district  contact  him.  I  still  have  160,000  unanswered  let- 
ters from  one  of  the  Supreme  Court  hearings  from  out  of  State.  I 
answer  all  the  ones  from  in-State,  but  get  somebody  in-State  and 
in  the  district  to  do  so. 

When  the  104th  Congress  came  in  in  1995  and  we  had  a  new  at- 
titude in  the  House,  the  funding  for  the  National  Institutes  of 
Health  was  cut  by  more  than  $900  million,  and  when  the  matter 
came  to  the  Senate  on  the  budget  resolution  a  characteristic  for  the 
majority  to  have  the  amendment  offered,  and  there  was  a  Hatfield- 
Specter-Kassebaum — Senator  Hatfield  as  chairman  of  the  Appro- 
priations Committee,  I  as  chairman  of  the  subcommittee,  and  Sen- 
ator Nancy  Kassebaum,  she  chaired  the  authorizing  committee, 
and  we  reinstated  those  funds. 

One  of  the  difficulties,  and  I  think  this  has  to  be  talked  about 
and  pressed,  is  the  necessity  for  a  center  in  the  Senate  and  the 
House.  We  do  not  have  Senator  Hatfield  any  more,  and  we  do  not 
have  Senator  Kassebaum  any  more,  and  that  puts  a  greater  obliga- 
tion on  the  part  of  the  American  people  to  tell  their  elected  rep- 
resentatives where  their  priorities  are. 

We  have  enough  money  to  do  the  job  if  we  establish  the  prior- 
ities. Senator  Feinstein,  I  would  appreciate  your  thinking  as  to  how 
we  can  raise  enough  money  in  the  Federal  budget.  What  action 
would  you  recommend? 
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Senator  Feinstein.  The  first  thing  I  think  of  is,  will  money  really 
help,  will  money  really  solve  the  problem,  and  my  answer  to  that 
is  a  resounding  yes,  because  I  really  believe  that  cancer  is  going 
to  be  solved,  and  we  are  going  to  find  the  cause,  and  we  are  going 
to  find  a  cure,  and  that  is  solidly  dependent  on  research,  and  I 
think  what  has  been  done  in  genetic  research  today,  the  research 
that  is  going  on  on  environmental  risk  factors  for  cancer,  are  really 
vital. 

The  immunological  studies  that  are  going  on  that  can  produce 
changes  in  the  immune  system  to  ward  off  cancer  cells  I  think  is 
extraordinarily  important,  and  if  you  think  about  it,  Government 
is  really  where  the  great  bulk  of  this  money  has  to  come  from.  I 
also  believe  that  the  kinds  of  individual  initiatives,  whether  it  is 
a  breast  cancer  stamp,  a  tax  checkoff,  other  things  that  we  can 
think  of  to  encourage  the  private  contribution  to  this  kind  of  major 
research  is  also  critical. 

But  you  are  right,  Senator,  people  have  to  rally  and  say,  we  want 
you  to  do  this,  so  that  there  is  that  solid  bulwark  of  support  to  in- 
crease the  appropriations. 

Senator  Specter.  Senator  Mack,  what  is  your  best  recommenda- 
tion? 

Senator  Mack.  I  would  build  on  your  recommendation,  and  you 
are  exactly  right,  we  all  know  that  with  all  of  the  different  issues 
and  problems  facing  our  country,  if  we  do  not  get  focused  on  some- 
thing it  is  very  hard  to  move  something  here. 

So  I  think  what  we  have  to  decide,  those  of  us  who  have  been 
interested  in  this  issue,  is  really  what  is  kind  of  like  our  No.  1,  No. 
2,  and  No.  3,  what  are  our  top  priorities,  and  I  think  that  the  No. 
1  top  priority,  frankly,  is  the  doubling  of  research  over  5  years. 
That  ought  to  become  the  mantra,  if  you  will. 

If  we  can  communicate  a  clear  message  to  those  who  are  inter- 
ested in  this  fight,  then  I  think  it  is  easier  for  them  to  deliver  a 
clear  message  to  their  representative  about  what  to  support. 

And  of  course  I  would  say  that  I  think  the  key  thing  to  do  is  dou- 
bling the  research  in  5  years.  That  ought  to  be  the  message  we  de- 
liver. That  ought  to  be  the  message  we  encourage  people  back 
home  to  deliver  to  their  representatives. 

Senator  Specter.  Senator  Reid. 

Senator  Reid.  I  think  that  is  commendable.  If  you  look  at  the 
number  of  grants  that  now  are  able  to  be  filled,  it  is  I  think  26  per- 
cent. It  was  32  percent,  or  a  number  similar  to  that.  If  we  double 
the  funding  maybe  half  the  research  grants  requested  would  be 
able  to  be  met,  which  would  be  a  significant  increase. 

So  other  than  that,  Mr.  Chairman,  I  have  no  further  questions. 

Senator  Specter.  Thank  you,  Senator  Reid. 

Senator  Reid.  Senator  Faircloth. 

Senator  Faircloth.  I  do  not  have  any  questions.  Thank  you,  Mr. 
Chairman. 

Senator  Specter.  Thank  you  very  much,  Senator  Feinstein.  Sen- 
ator Mack,  we  will  see  you  at  the  vote. 
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Panel  2 

STATEMENTS  OF: 

RICHARD  KLAUSNER,  M.D.,  DIRECTOR,  NATIONAL  CANCER  INSTI- 
TUTE 

SHERRY  LANSING,  CHAIRMAN  AND  CEO,  PARAMOUNT  PICTURES 
CORP.,  INTRODUCED  BY  HELENE  G.  BROWN,  DIRECTOR  OF  COM- 
MUNITY APPLICATIONS  OF  RESEARCH,  JONSSON  COMPREHEN- 
SIVE CANCER  CENTER  AT  UCLA 

SAM  DONALDSON,  ABC  NEWS 

ELLEN  SIGAL,  CHAIRMAN,  FRIENDS  OF  CANCER  RESEARCH 

INTRODUCTION  OF  PANEL 

Senator  Specter.  I  would  like  to  call  our  second  panel.  Dr.  Rich- 
ard Klausner,  Ms.  Helene  Brown,  who  will  introduce  Ms.  Sherry 
Lansing,  Mr.  Sam  Donaldson,  and  Ms.  Ellen  Sigal. 

We  are  going  to  lead  our  testimony  today  with  Dr.  Richard 
Klausner,  who  is  the  Director  of  the  National  Cancer  Institute.  He 
took  that  job  on  August  1  of  this  year.  Since  1984  he  has  been 
Chief  of  the  Cell  Biology  and  Metabolism  Branch  of  the  National 
Institute  of  Child  Health  and  Human  Development.  Dr.  Klausner 
was  an  undergraduate  at  Yale,  medical  degree  at  Duke  University, 
well-known  for  his  contributions  to  multiple  aspects  of  cell  and  mo- 
lecular biology. 

Welcome,  Dr.  Klausner.  The  floor  is  yours. 

SUMMARY  STATEMENT  OF  DR.  KLAUSNER 

Dr.  Klausner.  Good  morning,  Senator  Specter.  As  you  said,  I  am 
Richard  Klausner.  I  am  Director  of  the  National  Cancer  Institute, 
actually  since  almost  2  years  ago.  I  am  pleased  once  again  to  have 
the  honor  of  appearing  before  your  subcommittee. 

After  20  years  of  our  war  on  cancer,  we  have  as  you  have  said 
some  victories  to  report.  Some  cancers  previously  carrying  a  rapid 
and  inevitable  death  sentence  are  now,  incredibly,  curable  and,  as 
we  have  heard,  the  overall  mortality  rate  from  cancer,  the  overall 
rate  is  falling,  yet  as  we  sit  here  this  morning  over  450  Americans 
will  be  newly  diagnosed  with  cancer,  and  over  150  will  die. 

The  progress  we  have  made  is  a  direct  result  of  research  which 
has  begun  to  eliminate  the  causes  of  cancer,  allowing  effective  pre- 
vention for  some  cancers,  the  development  of  vastly  improved 
methods  of  early  detection  and  diagnosis,  and  producing  new  thera- 
pies with  increasingly  real  and  measurable  efficacy. 

The  good  news  is  that  we  have  tested  the  very  premise  of  the 
war  that  this  Nation  has  supported.  That  premise  is  that  progress 
is  predicated  on  research,  and  we  have  found  that  premise  to  hold 
true,  but  as  the  grim  statistics  and  the  stories  of  tens  of  millions 
of  survivors,  the  stories  of  their  families  and  friends,  and  the  sto- 
ries of  those  who  have  not  survived  tell  us,  we  have  a  long  way  to 
go. 

I  believe,  however,  we  are  at  a  turning  point  in  this  war.  It  is 
hard  to  adequately  describe  the  profound  advances  in  the  science 
of  cancer  research  and  in  the  revolutionary  technologies  that  have 
given  us  the  power  to  attach  these  diseases  in  ways  we  could  not 
imagine  just  a  few  years  ago. 
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All  cancers,  we  now  know,  arise  because  of  a  slow  accumulation 
of  changes  in  a  small  number  of  the  hundred  thousand  or  so  in- 
structions that  determine  the  behavior  of  each  cell.  There  is  no  one 
cause  of  these  changes,  and  there  is  no  one  cause  of  cancer.  Chemi- 
cals like  those  found  in  tobacco  smoke,  viruses,  radiation,  sunlight, 
and  the  inevitable  mistakes  made  each  time  one  of  the  hundreds 
of  trillions  of  cells  in  our  body  have  to  copy  the  DNA  in  which  those 
instructions  are  written  all  contribute  to  cancer. 

Identifying  the  causes  is  the  key  to  prevention.  Diet,  exercise, 
hormones,  and  our  genetic  makeup  in  ways  often  still  mysterious 
profoundly  modify  the  risk  of  cancer.  But  cancer  is  not  something 
that  just  happens.  It  does  not  happen  at  the  moment  one  receives 
that  awful  diagnosis.  It  arises  out  of  a  long  process  that  we  are 
now  beginning  to  unravel. 

All  cancer  evolves  from  precancer,  and  we  now  can  begin  to  de- 
sign how  to  detect  and  how  to  treat  not  cancer,  but  precancer. 

Let  me  give  you  an  example.  Colorectal  cancer  is  the  second  most 
common  killer  from  cancer  in  the  United  States.  145,000  new  cases 
this  year.  In  the  vast  majority  of  cases  there  is  a  loss  of  one  of 
those  instructions,  one  specific  gene  product  which  we  call  APC, 
and  this  happens  in  85  percent  of  those  cases,  and  very  early. 

This  gene  was  actually  discovered  by  studying  a  very  rare  famil- 
ial syndrome  of  hereditary  cancer.  This  molecular  change  results  in 
the  activation  of  another  gene,  one  which  encodes  an  enzyme  which 
actually  is  inhibited  by  anti-inflammatories  such  as  aspirin. 

This,  coupled  with  epidemiologic  observations  that  anti- 
inflammatories may  reduce  the  risk  of  colorectal  cancer  is  leading 
to  the  search  for  new  and  more  effective  drugs  that  inhibit  this  en- 
zyme, and  clinical  trials  are  aimed  at  such  specific  targets  in  hopes 
of  preventing  the  development  and  recurrence  of  this  cancer.  This 
is  the  type  of  process  we  are  ready  for  for  all  cancers,  for  new  pre- 
ventions, and  new  therapies. 

Will  it  work?  We  do  not  know,  but  we  will  not  know  unless  we 
try,  and  we  will  not  know  what  to  try  unless  we  capture  the  oppor- 
tunities that  our  new  discoveries  are  daily  yielding. 

We  can,  I  am  convinced,  as  you  have  heard,  develop  new  ways 
to  predict  the  behavior  of  each  cancer  and  determine  how  to  design 
and  target  therapies  the  way  we  do  with  antibiotics,  with  anti-cho- 
lesterol-lowering drugs,  and  with  the  new  protease  inhibitors  for 
HIV. 

Some  of  these  new  strategies  are  aimed  at  getting  cancer  cells  to 
commit  suicide,  others  at  slowing  down  the  motor  that  drive  cancer 
cells,  others  at  getting  the  immune  system  to  recognize  and  attack 
cancer  cells,  others  at  attacking  the  unique  ways  that  cancer  devel- 
ops its  own  blood  supply  to  supply  its  own  nutrients.  All  of  this  is 
based  on  specific  knowledge. 

Imagine  engineering  a  virus,  engineering  it  to  only  kill  cancer 
cells.  Such  a  virus  has  been  made.  It  is  now  being  tested.  It  is 
being  tested  in  clinical  trials. 

This  year,  20,000  patients  will  be  enrolled  into  one  of  over  700 
NCI-sponsored  clinical  trials.  These  clinical  trials  are  the  only  way 
to  test  therapies  and  preventions  of  tomorrow  which  must  replace 
the  inadequate  approaches  we  have  today. 


Despite  the  enormous  size  of  this  process,  only  2  percent  of 
adults  with  cancer  enter  into  clinical  trials,  limiting  our  ability  to 
test  promising  leads,  and  limiting  the  speed  with  which  we  get 
these  answers. 

Senator  Specter.  Dr.  Klausner,  we  are  about  to  come  to  a  vote. 
If  you  would  summarize  it,  I  would  appreciate  it. 

Dr.  Klausner.  This  is  a  time  in  cancer  research,  as  I  know  you 
have  heard  me  say,  that  many  of  us  approach  with  extraordinary 
optimism.  We  know  the  road  to  take.  We  do  not  know  how  long 
that  road  is  going  to  be. 

PREPARED  STATEMENT 

We  at  the  NCI  have  been  planning  with  all  of  our  communities 
about  how  we  must  be  prepared  to  make  new  investments  in  the 
extraordinary  opportunities  now  available.  The  challenge  before  us 
is  to  step  up  to  these  new  opportunities  to  make  sure  that  however 
long  that  road  is  we  travel  on  it  at  full  speed. 

Thank  you  very  much. 

[The  statement  follows:] 

Prepared  Statement  of  Richard  D.  Klausner,  M.D. 

Good  morning,  Senator  Specter.  I  am  Dr.  Richard  Klausner,  Director  of  the  Na- 
tional Cancer  Institute.  I  am  pleased  to  have  the  honor  of  appearing  before  the  Sub- 
committee today. 

After  twenty  years  of  our  "War  on  Cancer,"  we  have  some  victories  to  report — 
some  cancers,  previously  carrying  a  rapid  death  sentence  are  now,  incredibly,  cur- 
able— overall  cancer  mortality  rates  are,  for  the  first  time,  beginning  to  fall. 

Yet,  as  we  sit  here  this  morning,  over  450  people  will  be  newly  diagnosed  with 
cancer  and  over  150  more  Americans  will  die.  The  progress  we  have  made  is  a  direct 
result  of  research  which  has  begun  to  illuminate  the  causes  of  cancer — allowing  ef- 
fective prevention  for  some  cancers,  development  of  vastly  improved  methods  of 
early  detection  and  diagnosis  and  producing  new  therapies  of  increasing  efficacy. 
The  good  news  is  that  we  have  tested  the  very  premise  of  the  war  which  this  Nation 
has  supported — the  premise  that  progress  is  predicated  on  research — and  found  that 
premise  to  hold  true.  But  as  the  grim  statistics  and  the  stories  of  the  tens  of  mil- 
lions of  survivors  and  families  and  friends  of  survivors  and  of  those  who  have  not 
survived  tell  us,  we  have  a  long  way  to  go. 

I  believe  we  are  at  a  defining  point  in  this  war.  It  is  hard  to  adequately  describe 
the  profound  advances  in  the  science  of  cancer  research  and  in  the  revolutionary 
technologies  that  give  us  powerful  tools  to  attack  these  diseases — but  let  me  try. 

All  cancer  arises  because  of  the  slow  accumulation  of  changes  in  the  set  of  the 
80-100,000  instructions  that  determine  the  behavior  of  each  of  our  cells.  There  is 
no  one  cause  of  these  changes  and  no  one  cause  of  cancer.  Chemicals,  like  those 
found  in  tobacco  smoke,  viruses,  radiation,  sunlight  and  the  inevitable  mistakes 
made  each  time  each  cell  copies  the  DNA  on  which  those  instructions  are  written, 
all  contribute  to  cancer.  Identifying  cause  is  the  key  to  prevention.  Diet,  exercise, 
hormones  and  our  genetic  makeup,  in  ways  still  mysterious,  profoundly  modify  the 
risks  of  cancer. 

Cancer  is  not  something  that  just  happens — it  arises  out  of  a  long  process  that 
we  are  only  now  actually  unravelling.  All  cancer  evolves  from  pre-cancer  and  we  can 
now  begin  to  design  how  to  detect  and  treat  pre-cancer.  Let  me  give  you  an  example. 
Colorectal  cancer  is  the  second  most  common  cancer  killer.  In  the  vast  majority  of 
cases,  there  is  a  loss  of  the  function  of  one  specific  gene  product  called  APC.  This 
was  actually  discovered  by  studying  a  relatively  uncommon  hereditary  colon  cancer 
syndrome.  This  molecular  change  results  in  the  activation  of  another  gene  which  in- 
structs the  cells  to  make  an  enzyme  that  is  one  of  the  targets  of  anti-inflammatory 
drugs  like  aspirin.  This,  coupled  with  observations  that  aspirin  and  other  anti- 
inflammatories may  prevent  colon  cancer,  is  leading  to  the  search  for  new  and  more 
effective  drugs  and  to  clinical  trials  that  are  aimed  at  this  specific  target  in  hopes 
of  preventing  the  development  or  recurrence  of  this  cancer.  This  is  the  type  of  proc- 
ess that  we  are  ready  to  repeat  for  new  preventions  and  new  therapies  not  blind 
guesses  but  targeted  choices  based  upon  real  knowledge  of  the  machinery  of  each 
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cancer.  Will  it  work?  We  will  not  know  if  we  do  not  try  and  we  will  not  know  what 
to  try  if  we  do  not  capture  the  opportunities  for  discovery. 

We  can,  I  am  convinced,  develop  new  ways  to  predict  the  behavior  of  each  cancer, 
whether  it  needs  to  be  treated,  whether  it  will  respond  to  therapy  and  what  therapy 
will  actually  work.  This  is  the  new  promise  of  molecular  diagnostics.  The  explosion 
of  new  ideas  about  the  specific  machinery  of  cancer  cells  is  beginning  to  result  in 
the  design  of  therapies  against  cancer  much  like  the  use  of  antibiotics,  anti-choles- 
terol agents  and  the  new  anti-HIV  drugs.  Some  of  these  new  strategies  are  based 
on  turning  off  the  motors  that  make  cancer  cells  grow,  some  are  based  on  strategies 
to  trick  cancer  cells  to  commit  suicide,  some  on  harnessing  the  immune  system  to 
seek  out  and  destroy  cancer  cells  and  some  on  destroying  the  unique  ways  that  can- 
cers assure  their  own  blood  supply.  All  of  these  are  based  on  specific  knowledge 
about  cancer  That  is  where  the  research  is  taking  us. 

One  recent  therapeutic  advance  illustrates  how  cancer  therapy  is  being  altered  by 
our  new  understanding  of  the  molecular  characteristics  of  cancer.  Researchers  at  the 
NCI,  in  collaboration  with  extramural  investigators,  have  been  testing  new  treat- 
ment regimens  for  a  particularly  aggressive  form  of  lymphoma.  A  5-drug  regimen 
resulted  in  an  apparent  cure,  or  long-term  remission  in  about  50  percent  of  the  pa- 
tients. The  remainder  either  failed  to  respond  or  rapidly  relapsed.  What  was  dif- 
ferent? In  virtually  all  of  the  relapsed  patients,  their  cancer  cells  harbored  a  muta- 
tion in  the  p53  gene,  a  gene  whose  loss  of  function  is  implicated  in  over  50  percent 
of  all  human  cancer.  What  had  been  called  one  cancer  was  clearly  at  least  two  dis- 
tinct diseases.  Recently,  the  investigators  evaluated  a  newer  regimen  with  three  ad- 
ditional drugs  and  have  observed  long-term  remission,  hopefully  cure,  in  90  percent 
of  all  of  these  patients.  This  example  illustrates  a  principle  that  is  guiding  a  trans- 
formation in  oncology.  We  can  begin  to  identify  the  defining  characteristics  of  any 
cancer.  It  is  this  set  of  alterations  that  will  define  the  actual  targets  for  therapy. 

Imagine  engineering  a  virus  to  only  kill  tumor  cells — a  virus  tailored  to  recognize 
a  gene  altered  in  50  percent  of  all  human  cancers.  It  has  been  done  and  is  now 
being  tested  in  clinical  trials.  This  year,  20,000  new  patients  will  be  enrolled  onto 
one  of  over  500  NCI-sponsored  clinical  trials  This  is  the  only  way  to  test  the  thera- 
pies and  preventions  of  tomorrow  which  must  replace  the  inadequate  therapies  of 
today.  Despite  the  size  of  our  national  clinical  trials  system,  only  2  percent  of  cancer 
patients  enter  clinical  trials  limiting  the  number  of  promising  leads  tested  and  the 
speed  with  which  we  answer  critical  questions. 

This  is  a  time  in  cancer  research  that  all  of  us  approach  with  a  new  optimism. 
We  know  the  road  to  take.  Unfortunately,  we  don't  know  how  long  that  road  is.  We, 
at  the  National  Cancer  Institute,  have  been  planning  for  how  we  must  be  prepared 
to  make  new  investments  in  the  extraordinary  opportunities  now  available.  The 
challenge  before  all  of  us  is  to  step  up  to  these  new  opportunities  to  make  sure  at, 
however  long  the  road  is,  it  is  one  we  travel  at  full  speed. 

Mr.  Chairman,  that  concludes  my  prepared  testimony.  I  would  be  pleased  to  an- 
swer any  questions. 

NEWLY  DIAGNOSED  CANCER  CASES 

Senator  Specter.  Thank  you,  Dr.  Klausner.  You  talk  about  450 
newly  diagnosed  cancer  cases.  I  would  add  an  addendum  at  this 
point  that  those  who  are  diagnosed  do  not  have  to  accept  that. 

I  was  diagnosed  and  told  I  had  3  to  6  weeks  to  live,  and  I  did 
not  accept  that.  We  got  a  second  opinion  and  moved  promptly,  and 
I  do  believe  the  doctor  was  wrong.  It  was  not  true,  and  I  do  believe, 
and  I  think  it  is  important  for  patients  to  take  a  very  active  role 
in  their  own  care  and  to  undertake  some  substantial  studies. 

Just  another  parenthetical  note.  I  took  a  look  at  what  is  called 
the  gamma  knife  and  had  to  talk  to  about  35  doctors  around  the 
world,  and  a  lot  of  doctors  did  not  like  the  idea  because  it  was  not 
conventional,  but  there  is  a  big  body  of  opinion  out  there  on  the 
periphery  which  says  it  is  a  good  thing,  so  that  a  patient  ought  to 
be  a  real  activist.  I  might  say,  even  if  you  are  dealing  with  lawyers. 
[Laughter.] 
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SUMMARY  STATEMENT  OF  HELENE  G.  BROWN 

We  will  turn  now  to  Ms.  Helene  Brown,  who  will  introduce  Ms. 
Sherry  Lansing. 

Ms.  Brown  has  been  a  leading  activist  in  the  fight  against  can- 
cer, responsible  for  implementing  the  mass  media  approach  to  the 
promotion  of  the  new  pap  smear  in  the  1950's  and  1960's. 

Ms.  Brown,  why  do  we  not  turn  to  you,  and  I  will  introduce  Ms. 
Lansing  myself.  [Laughter.] 

Ms.  Brown.  Somehow,  Senator  Specter,  I  expected  that.  [Laugh- 
ter.] 

Senator  Specter.  Well,  I  had  not,  but  it  seemed  to  me  a  good 
thing  to  do. 
Ms.  Brown.  Thank  you. 

Senator  Specter,  Senator  Reid  and  guests  here  today,  I  come  as 
a  spokesman  for  15  million  donors  to  the  American  Cancer  Society, 
the  voluntary  arm  in  the  community  supporting  cancer  research  as 
well  as  the  things  you  just  spoke  of,  Senator  Specter,  lifestyle 
changes,  the  way  in  which  patients  can,  indeed,  help  themselves. 

There  are  three  points  that  I  will  make,  and  you  do  not  have  to 
fuss  with  your  lights  because  I  will  be  way  under  the  5-minute  pe- 
riod of  time,  but  first  the  majority  of  people  in  this  country  have 
forever  given  charitably  to  cancer  research,  to  cancer  causes. 

They  do  that  with  what  we  call  leftover  dollars,  if  you  will,  not 
to  denigrate  the  money  but  to  indicate  that  they  think  of  it  as  a 
charity,  and  what  I  would  like  to  do  today,  what  the  15  million  peo- 
ple out  there  would  like  to  do  and  all  of  us  on  these  panels,  is  to 
turn  away  from  Congress  looking  at  cancer  research  as  if  it  is  a 
charity  and  look  at  it  better  as  an  investment,  because  we  know 
what  kind  of  an  enormous  and  beautiful  investment  it  is. 

Congress  knew  this  in  1930,  1937  when  the  first  cancer  act  was 
passed,  and  again  in  1971,  when  the  next  cancer  act  was  passed. 
The  result  is  that  since  the  1930's  life  expectancy  has  moved  from 
about  48  years  to  approximately  78  years.  Now,  if  that  is  not  one 
beautiful  investment  in  our  country,  I  do  not  know  what  is. 

The  pharmaceutical  industry  in  this  Nation  depends  upon  the 
basic  science  research  that  is  brought  about  by  Government,  and 
in  our  view  Government  is  here  to  do  what  the  private  sector  can- 
not or  will  not  do,  and  voluntarily  they  have  never  given  enough 
money  to  do  the  kind  of  work  that  we  can  get  done  through  the 
doubling  of  the  cancer  research  budget  by  the  National  Cancer  In- 
stitute, by  you,  Senator  Specter,  and  the  Congressmen  that  you 
represent. 

Last,  I  want  to  simply  say  that  the  monumental  explosion  of 
knowledge  that  Dr.  Klausner  has  just  described  to  us  is  something 
that  has  never  happened  before,  only  since  what  we  used  to  call 
the  golden  age  of  medicine.  That  was  when  we  discovered  anti- 
biotics and  immunizations.  There  have  been  several  references 
made  to  that  this  morning. 

This  is  indeed,  in  our  opinion,  the  second  golden  age  of  medicine 
that  is  about  to  come  upon  us.  A  doubling  of  this  research  budget 
within  the  next  5  years  will  give  us  the  investment  in  the  pharma- 
ceutical industry,  in  business,  in  parents,  in  children,  in  the  collec- 
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tion  of  taxes  and  the  buying  of  stamps  and  all  of  this  that  we  think 
will  make  an  enormous  difference  in  this  country. 

PREPARED  STATEMENT 

Senator  Specter,  we  join  you,  Senator  Mack,  Senator  Feinstein, 
in  stepping  up  to  the  plate.  We  need  a  home  run  in  this,  and  to 
make  this  the  mantra  of  the  country,  the  highest  priority  possible, 
is  what  we  are  asking  of  you  today. 

Thank  you  so  much  for  listening  to  us. 

[The  statement  follows:] 

Prepared  Statement  of  Helene  G.  Brown 

Mr.  Chairman  and  members  of  the  committee:  In  most  of  the  country,  people  be- 
lieve that  cancer  research  is  a  charity  that  one  contributes  to  with  leftover  dollars. 
In  the  hall  of  Congress,  you  and  we  know  better.  History  tells  us  that  voluntarily 
people  have  never  and  will  never  give  enough  to  support  the  level  of  scientific  dis- 
covery that  we  have  witnessed  in  the  past  several  decades.  Congress  knew  that  in 
the  1930's,  when  Federal  expenditures  for  scientific  advancement  began  in  earnest. 
Now  life  expectancy  has  increase  from  48  years  at  the  turn  of  the  century  to  the 
78  years  that  it  is  today. 

We  know  cancer  research  to  be  a  major  contributor  to  one  of  the  most  successful 
business  in  America,  the  pharmaceutical  industry.  We  know  that  in  recent  years 
cancer  research  has  succeeded  in  saving  more  young  lives  and  that  the  years  of  life 
saved  of  a  young  person  add  considerably  to  our  gross  national  product,  to  our  col- 
lection of  taxes,  to  the  growth  of  families,  of  business,  of  talent,  of  scientists,  and 
yes,  of  our  future  politicians  and  a  future  President. 

We,  in  this  room,  know  of  the  potential  that  is  now  within  reach  in  genetic  discov- 
ery because  of  what  your  federal  funding  has  accomplished  in  the  past.  We  now 
know  that  all  diseases  have  a  genetic  component.  Cystic  fibrosis  is  viewed  as  having 
a  75-percent  dependence  on  genetic  makeup,  adult  diabetes  may  be  50  percent  at- 
tributable to  genes,  and  AIDS  may  be  as  little  as  1  percent  genetically  based.  So, 
as  much  as  we  know  and  will  know  about  genes  and  how  they  cause  cancer,  we  also 
know  that  treatments  will  necessarily  be  combined  to  include  lifestyle  changes  and 
medicine,  along  with  the  results  of  the  study  of  epidemiology  (the  study  of  that 
which  causes  cancer  in  our  lifestyle,  like  smoking,  or  in  our  surroundings,  like  ioniz- 
ing radiation)  in  order  to  prevent  cancer  as  well  as  to  cure  it.  And  please  do  not 
forget  that  an  ounce  of  prevention  is  still  worth  a  pound  of  cure. 

We  all  know  that  our  expectations  and  limitations  are  totally  and  fully  dependent 
on  money.  In  the  final  analysis  that's  where  the  rubber  hits  the  road.  If  we  fund 
cancer  research  by  doubling  the  current  budget,  we  will  get  there  and  we  will  get 
there  sooner.  If  we  do  not  accept  that  challenge,  we  will  literally  cripple  a  monu- 
mental effort  with  every  indication  of  a  monumental  payoff  that  will  impact  your 
life,  mine,  and  that  of  all  our  children  and  grandchildren.  I  do  not  want  that  pox 
on  my  house.  And  I  do  not  believe  you  want  it  on  yours.  Please  double  this  budget 
as  soon  as  you  can  *  *  *  it  is  not  a  question  of  should  it  be  but  when  will  it  be? 

Please  accept  my  appreciation  for  this  time  before  you  and  your  patience  with 
these  candid  remarks. 

Senator  Specter.  Thank  you,  Ms.  Brown. 

As  I  had  said  earlier,  we  have  a  vote  on.  We  vote  at  irregular 
times  in  the  Senate,  and  votes  take  precedence  over  every  other  ac- 
tivity, and  so  I  am  going  to  excuse  myself  for  a  few  moments.  I 
should  be  back  within  10  minutes,  and  we  will  resume  at  that 
time. 

[A  brief  recess  was  taken.] 

SUMMARY  STATEMENT  OF  SHERRY  LANSING 

Senator  Specter.  Our  hearing  will  resume,  and  we  will  proceed 
with  the  testimony  of  Ms.  Sherry  Lansing,  the  chairman  and  CEO 
of  the  motion  picture  group,  Paramount  Pictures  Corp.  She  had 
previously  had  her  own  independent  production  company  at  Para- 
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mount,  and  has  had  an  illustrious  career  in  the  industry,  movies, 
and  television,  in  1980  was  president  of  production  at  20th  Century 
Fox,  the  first  woman  to  hold  that  position  in  the  industry. 

She  has  had  a  long  list  of  extraordinary  achievements  in  the  in- 
dustry, "Indecent  Proposal,"  "Fatal  Attraction,"  "Black  Rain,"  "The 
Accused,"  and  the  list  too  long  to  enumerate — so  we  now  turn  to 
you,  Ms.  Lansing.  Thank  you  for  joining  us,  and  the  floor  is  yours. 

Ms.  Lansing.  Thank  you.  Thank  you,  Mr.  Chairman  and  mem- 
bers of  the  committee.  It  is  truly  an  honor  for  me  to  testify  before 
you  today,  and  I  come  here  because  I  believe  so  deeply  in  the  im- 
portance of  cancer  research. 

I  have  had  a  long  and  personal  history  with  this  disease.  Over 
30  years  ago  I  remember  attending  a  black  tie  event  which  was  to 
raise  funds  for  cancer  research.  At  that  time,  a  very  articulate  rep- 
resentative from  the  American  Cancer  Society  got  up  to  speak.  He 
spoke  about  the  horrors  of  cancer,  about  the  nature  of  the  disease 
and  the  advances  that  were  being  made. 

I  barely  listened.  I  was  having  too  good  a  time,  and  I  simply  did 
not  want  to  be  interrupted.  I  certainly  did  not  want  to  think  about 
anything  as  unpleasant  as  disease  or  sickness.  He  then  said  that 
one  out  of  three  people  get  cancer.  Turn  to  your  right.  Turn  to  your 
left.  One  of  you  will  get  cancer. 

At  that  time,  that  statistic  held  absolutely  no  meaning  for  me. 
I  could  not  relate  to  it.  I  did  not  have  cancer,  and  no  one  I  knew 
had  cancer.  It  was  simply  somebody  else's  problem. 

Then,  several  months  later,  my  mother,  Margot,  called  and  she 
told  me  she  was  not  feeling  well.  She  had  a  distended  stomach.  I 
laughed,  and  I  told  her  it  must  be  all  the  good  food  that  she  was 
eating.  No  doubt  she  had  just  been  careless  in  watching  her 
weight. 

Margot  went  to  numerous  doctors  as  the  pain  continued.  One 
doctor  told  her  that  it  was  diverticulitis.  Medicine  was  prescribed, 
but  it  just  did  not  seem  to  do  any  good. 

Still,  I  did  not  take  it  too  seriously.  My  mother  was  such  a 
healthy  and  such  a  happy  woman.  She  was  so  very  young  and  so 
very  vital.  Nothing  bad  could  happen  to  her.  Nothing  bad  could 
happen  to  me. 

As  the  pain  persisted,  my  mother  went  to  a  specialist  at  the  Uni- 
versity of  Chicago,  and  we  were  told  that  my  mother,  Margot,  had 
ovarian  cancer.  Turn  to  your  right.  Turn  to  your  left.  One  out  of 
three  people  get  cancer.  Turn  to  your  right.  Turn  to  your  left.  One 
of  you  will  get  cancer. 

Suddenly,  that  statistic  was  no  longer  a  remote  and  a  meaning- 
less one.  Suddenly  my  family  was  no  longer  invincible,  because 
that  statistic  had  become  a  chilling  reality. 

For  the  next  18  months,  I  watched  as  my  mother  struggled  to  de- 
feat this  disease.  I  watched  the  pain,  the  false  hopes,  the  humilia- 
tion, and  I  watched  as  the  cancer  ate  her  body.  My  mother's  will 
to  live  could  not  stop  this  disease.  No  amount  of  positive  thinking 
could  save  her.  No  amount  of  love  could  prevent  her  death. 

I  hate  cancer.  I  hate  it  in  a  way  that  I  have  never  hated  any- 
thing in  my  entire  life.  It  causes  incredible  pain  and  suffering  in 
an  almost  random  way.  It  knows  no  class  barriers,  no  race,  no  reli- 
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gion  or  gender.  Rich  or  poor,  we  get  it.  Rich  or  poor,  we  die  the 
same. 

Throughout  the  years,  cancer  has  struck  my  loved  ones,  my 
friends,  and  my  professional  associates.  I  sometimes  feel  as  if  can- 
cer is  really  a  plague,  as  I  pick  up  one  phone  call  after  another  and 
I  learn  of  another  friend  who  has  been  struck  by  this  disease,  but 
that  is  just  what  it  is,  a  disease.  As  in  the  case  of  other  diseases 
that  used  to  cause  fear,  it  can  and  it  will  be  cured. 

I,  too,  remember  when  we  were  all  growing  up  and  you  were 
afraid  to  go  to  the  beach  because  you  were  afraid  you  would  get 
polio.  Similar  stories  abound  about  tuberculosis  and  smallpox,  and 
some  day,  I  know,  in  the  not-too-distant  future  we  will  be  sitting 
around  and  we  will  telling  stories  about  the  big  C,  and  in  that  not- 
too-distant  future  we  will  no  longer  hate  cancer  and  we  will  no 
longer  be  frightened  by  it.  It  will  no  longer  hold  power  over  us,  be- 
cause it  will  no  longer  exist. 

So  I  come  to  you  today  to  ask  you  to  try  to  finally  put  an  end 
to  this  disease.  This  year,  nearly  1.4  million  Americans  will  be  di- 
agnosed with  cancer,  and  about  560,000  will  die  of  it,  more  than 
1,500  every  day.  These  statistics  are  simply  unbearable  when  you 
realize  that  cancer  research,  when  pursued  aggressively,  can  help 
diagnose,  treat,  cure,  and  prevent  this  terrible  disease. 

Hollywood  obviously  has  not  been  immune  to  cancer.  In  Feb- 
ruary, following  a  meeting  with  Vice  President  Gore  and  NCI  Di- 
rector Rick  Klausner,  my  colleagues  and  I  formed  the  creative  com- 
munity task  force  which  will  work  in  conjunction  with  Friends  of 
Cancer  Research. 

This  task  force,  which  Jack  Valenti  and  I  chair,  includes  all  the 
senior  executives  at  the  major  studios  and  broadcast  networks,  as 
well  as  independent  producers,  writers,  actors,  and  directors. 

Our  task  force  agenda  is  an  aggressive  one.  First,  we  are  commit- 
ted to  use  our  television,  film,  and  other  programming  to  commu- 
nicate what  actions  people  can  actually  take  to  fight  cancer,  actions 
such  as  supporting  cancer  research,  modifying  diet,  and  scheduling 
regular  diagnostic  exams. 

At  the  request  of  the  Vice  President,  we  also  are  evaluating  how 
our  industry,  as  well  as  the  Government,  can  help  in  the  fight 
against  teen  smoking. 

Second,  we  will  be  public  advocates  for  cancer  research  ourselves. 
We  have  visibility  and  the  opportunity  to  talk  to  the  public  about 
these  issues  in  the  media.  The  task  force  will  become  an  important, 
visible  voice,  similar  to  the  AIDS  lobby.  We  intend  to  mobilize  the 
public  as  well  as  the  Government  for  increased  emphasis  on  cancer 
awareness  and  cancer  research. 

I  do  not  want  my  mother  to  have  died  in  vain.  I  do  not  want  my 
friends  and  my  associates  to  have  died  in  vain.  I  want,  as  we  all 
want,  to  defeat  and  eradicate  this  disease. 

So  in  closing,  Mr.  Chairman,  I  would  like  to  thank  you  for  your 
leadership  in  the  area  of  biomedical  research.  You  are  one  of  the 
original  cosponsors  of  Senate  Resolution  15,  introduced  as  well  by 
Senator  Mack,  which  calls  for  the  doubling  in  Federal  funding  for 
cancer  research  over  the  next  5  years. 
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PREPARED  STATEMENT 

I  sincerely  hope  that  all  of  your  colleagues  will  join  you  in  sup- 
porting this  goal,  and  so  it  is  in  that  spirit  that  I  thank  you  for 
your  time  and  for  the  privilege  of  testifying  before  you. 

Senator  SPECTER.  Thank  you  very  much,  Ms.  Lansing. 

[The  statement  follows:] 

Prepared  Statement  of  Sherry  Lansing 

Mr.  Chairman  and  members  of  the  committee,  it  is  an  honor  for  me  to  testify  be- 
fore you  today;  I  do  so  because  I  believe  so  deeply  in  the  importance  of  cancer  re- 
search. 

I  have  had  a  long  and  personal  history  with  this  disease.  Over  30  years  ago  I  re- 
member attending  a  black  tie  event  to  raise  funds  for  cancer  research.  At  that  time, 
a  very  articulate  representative  from  the  American  Cancer  Society  got  up  to  speak. 
He  spoke  about  the  horrors  of  cancer,  about  the  nature  of  the  disease  and  the  ad- 
vances that  were  being  made.  I  barely  listened.  I  was  having  too  good  a  time  and 
I  didn't  want  to  be  interrupted.  I  certainly  didn't  want  to  think  about  anything  as 
unpleasant  as  disease  or  sickness.  He  then  said  that  one  out  of  three  people  get  can- 
cer. Turn  to  your  right,  turn  to  your  left  *  *  *  one  of  you  will  get  cancer.  That  sta- 
tistic held  absolutely  no  meaning  for  me,  I  couldn't  relate  to  it.  I  didn't  have  cancer. 
No  one  I  knew  had  cancer.  It  was  simply  someone  else's  problem. 

Then,  several  months  later  my  mother  Margot  called  and  told  me  that  she  wasn't 
feeling  well.  She  had  a  distended  stomach.  I  laughed  and  told  her  it  must  be  all 
the  good  food  she  was  eating — no  doubt,  she  has  been  careless  in  watching  her 
weight.  Margot  went  to  numerous  doctors  as  the  pain  continued.  One  told  her  it  was 
diverticulitis.  Medicine  was  prescribed,  but  it  didn't  seem  to  do  any  good.  Still  I 
didn't  take  it  too  seriously.  My  mother  was  such  a  health  and  happy  woman.  She 
was  so  very  young — so  very  vital.  Nothing  bad  could  happen  to  her — nothing  bad 
could  happen  to  me. 

As  the  pain  persisted,  my  mother  went  to  a  specialist  at  the  University  of  Chi- 
cago, and  we  were  told  that  my  mother  Margot  had  ovarian  cancer.  Turn  to  your 
right,  turn  to  your  left  *  *  *  one  out  of  three  people  get  cancer.  Turn  to  your 
right  *  *  *  turn  to  your  left,  one  of  you  will  get  cancer.  Suddenly  that  statistic  was 
no  longer  a  remote  and  meaningless  one  *  *  *  suddenly  my  family  was  no  longer 
invincible,  that  statistic  has  become  a  chilling  reality. 

For  the  next  18  months  I  watched  my  mother  struggle  to  defeat  this  disease.  I 
watched  the  pain,  the  false  hopes,  the  humiliation  and  I  watched  as  the  cancer  ate 
her  body.  My  mother's  will  to  live  could  not  stop  the  disease.  No  amount  of  positive 
thinking  could  save  her.  No  amount  of  love  could  prevent  her  death. 

I  hate  cancer.  I  hate  it  in  a  way  I've  never  hated  anything  in  my  life.  It  causes 
incredible  pain  and  suffering  in  an  almost  random  way.  It  knows  no  class  barriers, 
no  race  or  religion  or  gender.  Rich  or  poor  we  get  it.  Rich  or  poor  we  die  the  same. 
Throughout  the  years  cancer  has  struck  my  loved  ones,  my  friends  and  my  profes- 
sional associates.  I  often  feel  as  if  cancer  is  really  a  plague  as  I  pick  up  one  phone 
call  after  another  and  learn  of  another  friend  who  has  been  struck  by  this  disease. 

But  that's  just  what  it  is,  a  disease.  And  as  in  the  cases  of  other  diseases  that 
used  to  cause  fear,  it  can  and  will  be  cured.  Remember  when  we  were  all  growing 
up  and  you  couldn't  go  to  the  beach  because  you  could  get  polio?  Similar  stories 
abound  about  tuberculosis  and  small  pox.  And  someday  in  the  not  too  distant  future 
we  will  all  be  sitting  around  and  telling  stories  about  the  big  C.  And  in  that  not 
too  distant  future,  we  will  no  longer  hate  cancer  or  be  frightened  by  it.  It  will  no 
longer  hold  power  over  us  because  it  will  no  longer  exist. 

And  so  I  come  before  you  today  to  ask  you  to  try  to  finally  put  an  end  to  this 
disease.  This  year,  nearly  1.4  million  Americans  will  be  diagnosed  with  cancer,  and 
about  560,000  will  die  of  it — more  than  1,500  every  day.  These  statistics  are  unbear- 
able when  you  realize  that  cancer  research — if  pursued  aggressively — can  help  diag- 
nose, treat,  cure,  and  prevent  this  terrible  disease. 

Obviously,  Hollywood  has  not  been  immune  to  cancer.  In  February,  following  a 
meeting  with  Vice  President  Gore  and  NCI  Director  Rick  Klausner,  my  colleagues 
and  I  formed  the  Creative  Community  Task  Force  to  work  in  conjunction  with 
Friends  of  Cancer  Research.  The  Task  Force — which  Jack  Valenti  and  I  chair — in- 
cludes all  of  the  senior  executives  at  the  major  studios  and  broadcast  networks,  as 
well  as  independent  producers,  writers,  actors,  and  directors.  Our  Task  Force  agen- 
da is  an  aggressive  one. 
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First,  we  will  use  our  TV,  film  and  other  programming  to  communicate  what  ac- 
tions people  can  take  to  fight  cancer — actions  such  as  supporting  cancer  research, 
modifying  diet,  and  scheduling  regular  diagnostic  exams.  At  the  request  of  the  Vice 
President,  we  also  are  evaluating  how  our  industry,  as  well  as  the  government,  can 
help  in  the  fight  against  teen  smoking. 

Second,  we  will  be  public  advocates  for  cancer  research  ourselves.  We  have  the 
visibility  and  the  opportunity  to  talk  to  the  public  about  this  issue  in  the  media. 
The  Task  Force  will  become  an  important  visible  voice — similar  to  the  AIDS  lobby — 
to  mobilize  the  public  as  well  as  the  government  for  increased  emphasis  on  cancer 
awareness  and  cancer  research. 

I  do  not  want  my  mother  to  have  died  in  vain.  I  do  not  want  my  friends  and  my 
associates  to  have  died  in  vain.  I  want,  as  we  all  want,  to  defeat  and  eradicate  this 
disease. 

In  closing  Mr.  Chairman,  I  would  like  to  commend  you  for  your  leadership  in  the 
area  of  biomedical  research.  You  were  one  of  the  original  cosponsors  of  Senate  Reso- 
lution 15,  introduced  by  Senator  Mack,  which  calls  for  a  doubling  in  federal  funding 
for  cancer  research  over  the  next  5  year.  I  hope  that  your  colleagues  will  join  with 
you  to  support  this  goal. 

And  it  is  in  that  I  thank  you  for  your  time  and  for  the  privilege  of  testifying  before 
you  all. 

SUMMARY  STATEMENT  OF  SAM  DONALDSON 

Senator  Specter.  We  turn  now  to  Mr.  Sam  Donaldson,  distin- 
guished broadcast  journalist,  a  29-year  veteran  of  ABC  News,  co- 
anchor  of  "Primetime  Live,"  and  "This  Week,"  a  long  list  of  accom- 
plishments. It  is  a  special  pleasure  for  me  to  welcome  Mr.  Donald- 
son here,  because  this  will  give  me  a  chance  to  question  him. 
[Laughter.] 

Mr.  Donaldson.  I  trust  you  will  show  me  the  same  deference 
that  I  have  shown  you  when  you  have  come  to  "This  Week,"  Sen- 
ator. [Laughter.] 

Senator  Specter.  No;  I  am  going  to  be  a  lot  nicer  to  you.  [Laugh- 
ter.] 

I  am  not  sure,  but  I  think  this  hearing  was  scheduled  before  I 
was  on  "This  Week"  recently,  and  I  have  to  say  that  on  one  occa- 
sion Sam  let  me  finish  an  answer.  [Laughter.] 

So  that  may  have  been  in  anticipation. 

We  have  been  joined  by  our  distinguished  colleague,  Senator 
Cochran.  I  had  a  brief  chat  with  Thad  at  the  last  vote,  and  he  said, 
is  Donaldson  really  going  to  be  there,  and  I  said,  yeah,  and  when 
Senator  Cochran's  turn  comes  you  will  see  a  distinguished  trial 
lawyer  in  operation.  [Laughter.] 

Well,  we  welcome  you  here,  Sam.  You  have  had  your  own  experi- 
ences and  become  an  outstanding  advocate  and  focused  a  lot  of 
public  attention,  and  we  look  forward  to  your  testimony. 

Mr.  Donaldson.  Senator  Specter,  thank  you  for  holding  this 
hearing. 

Now,  you  said  that  Senators  Hatfield  and  Kassebaum  are  no 
longer  with  us  in  the  Senate,  that  is  true,  but  you  are  here,  and 
you  are  on  the  large  side  of  this  one,  and  we  appreciate  that  very 
much. 

Senator  Cochran,  thank  you  for  coming  today,  too.  I  know  that 
you  know  something  about  cancer  and  that  you,  too,  are  on  the 
right  side  of  the  Pearly  Gates — not  yet  literally,  you  understand. 
[Laughter.] 

In  January  1988  a  wart  on  my  ankle  which  I  had  had  for  years 
and  years  and  years  did  not  look  right.  I  went  to  the  doctor.  He 
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said,  we  have  got  to  have  this  off,  and  I  do  not  want  to  frighten 
you,  but  we  have  to  check  it  to  see  whether  it  is  melanoma. 

Well,  he  frightened  me,  and  they  sent  the  tissue  to  three  sepa- 
rate laboratories.  The  first  one  said  it  was  not,  and  the  doctor  said, 
I  do  not  know,  we  had  better  check  this  some  more,  and  all  three 
said  that  it  had  not  turned. 

Well,  I  went  home  happy  and  go-lucky,  jaunting,  arrogant  as 
usual,  and  then  in  the  summer  of  1995  I  felt  a  lump  in  my  groin 
in  the  shower,  and  to  me  it  had  come  up  overnight.  Well,  I  knew 
that  was  not  good,  and  I  went  to  the  doctor,  another  one,  and  he 
said,  what  is  this  on  your  ankle?  I  said,  it  is  a  scar.  It  did  not  mat- 
ter. I  told  him  the  story  and  he  said,  well,  I  do  not  want  to  scare 
you,  but  we  are  going  to  have  to  take  a  look  at  this. 

Well,  he  scared  me.  They  did  take  a  look.  The  biopsy  said  it  was 
melanoma.  I  went  home  that  night  and  I  sat  down  with  my  wife, 
and  I  think  I  am  pretty  well  informed  as  a  layman,  and  I  said, 
dear,  I  think  we  have  about  3  to  6  months.  I  knew  something  only 
casually  about  melanoma,  and  I  knew  it  was  sort  of  a  Tyranno- 
saurus  rex,  normally  not  responsive  to  chemotherapy  or  radiation, 
and  I  was  sad.  I  have  been  very  lucky.  Very  lucky.  I  have  enjoyed 
my  life,  and  I  did  not  particularly  want  to  leave  it. 

They  sent  me  out  to  NCI,  I  thought  as  a  consultation  to  see  Dr. 
Steven  Rosenberg.  He  looked  at  my  scans.  It  had  not  spread,  ap- 
parently. He  examined  me,  he  sat  down  with  me  and  he  said,  "you 
know,  I  think  you  have  a  good  chance  of  leading  a  long,  healthy 
life,"  and  I  blurted  out,  "I  don't  believe  you."  So  here  is  one  of  the 
foremost  cancer  authorities  in  the  world,  and  I  am  setting  myself 
up  as  his  master.  Well,  he  said,  no,  I  really  think  so,  and  we  can 
take  care  of  it  here. 

I  said,  well,  I  am  not  eligible.  He  said,  you  are.  You  are  eligible 
for  a  tissue  protocol,  and  I  said,  Steve — and  we  were  on  a  first- 
name  basis  now — I  had  better  be  eligible,  absolutely.  Never  mind 
the  melanoma,  my  press  colleagues  will  kill  us  if  I  am  here  inap- 
propriately. 

They  removed  what  turned  out  to  be  one  lymph  node.  The  in- 
volvement of  only  one  lymph  node  in  stage  3  in  my  case  means  that 
I  am  in  a  50-50  bracket  statistically.  About  50  percent  of  the  time 
people  like  me  see  it  come  back,  usually  then  in  the  soft  organs, 
and  now  it  is  desperate;  50  percent  of  the  time  we  never  see  it 
again. 

I  do  not  know  which  category  I  am  in.  I  know  which  category  I 
would  like  to  be  in.  I  have  tried  to  learn  something  about  the  dis- 
ease, and  also  selfishly  what  is  in  store. 

In  1984,  before  then,  the  cure  rate  for  metastasized  melanoma 
was  zero.  In  that  year,  Dr.  Rosenberg,  having  tried  66  times  and 
failed,  with  the  67th  patient  he  is  free  of  it  for  12  years  now,  and 
he  has  freed  others,  and  other  great  research  institutions  have,  but 
it  took  money  to  go  through  those  first  66. 

We  did  a  program  on  cancer,  and  I  discovered  to  my  horror  that 
doctors  tell  us  we  have  therapies  in  the  laboratory  that  work  on  the 
rats.  Now,  they  may  not  work  on  human  beings.  Many  of  them  do 
not.  Some  of  them  do,  and  we  cannot  test  them  on  human  beings 
because  we  do  not  have  the  money. 
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Well,  I  thought  that  is  a  little  silly.  I  discovered  we  have  only  at 
least,  as  of  last  November,  one  national  breast  cancer  protocol,  and 
only  one  national  prostate  cancer  protocol.  Why  don't  we  have 
more?  We  don't  have  the  money,  is  the  answer. 

Well,  ladies  and  gentlemen,  I  know  that  all  of  you  are  pressed 
by  special  interest  good  causes.  Ours  is  not  the  only  worthy  cause 
that  you  have  to  deal  with  as  custodians  of  the  public  purse,  but 
to  think  that  this  disease,  which  kills  560,000  Americans  every 
year,  is  something  that  we  could  conquer  sooner  if  we  had  more  re- 
search dollars  to  increase  the  trials  and  therapies  that  work  in  the 
laboratory,  to  increase  national  trials  so  that  we  will  have  a  better 
idea  of  how  to  do  it,  is  something  that  really  is  a  little  silly. 

I  want  to  close  not  only  by  saying  to  Senator  Harkin,  thank  you 
for  coming — I  know  you  have  been  a  champion  of  this  cause,  too — 
I  want  to  close  by  saying  something  pretty  harsh,  and  I  do  not 
mean  to  be,  but  I  thought  Senator  Specter  in  one  of  his  opening 
statements  was  exactly  right.  He  answered  the  letters  from  Penn- 
sylvania first.  That  is  his  constituency.  That  is  frankly — and  again, 
forgive  me,  but  maybe  your  reelection  counts  on. 

Senator  Specter.  Not  a  total  irrelevancy. 

Mr.  Donaldson.  I  want  to  say  to  you  that  when  you  mark  up 
this  fall,  I  want  you  to  feel,  and  I  know  I  am  preaching  to  the  choir, 
but  I  want  your  colleagues  to  feel  that  among  all  the  worthy  causes 
there  are  just  too  many  letters  out  there  from  the  cancer  people  not 
to  answer,  because  my  old  friend,  and  I  mean  that  sincerely,  Ron- 
ald Reagan  got  it  right.  You  do  not  have  to  make  them  see  the 
light.  You  just  have  to  make  them  feel  the  heat. 

Thank  you. 

Senator  Specter.  Thank  you  very  much,  Sam.  Thank  you  very 
much  indeed. 

REMARKS  OF  SENATOR  HARKIN 

We  have  been  joined  by  the  distinguished  ranking  member,  Sen- 
ator Harkin,  and  I  would  turn  now  to  Senator  Harkin  for  an  open- 
ing statement  or  whatever  comments  he  chooses  to  make  at  this 
stage. 

Senator  Harkin.  Mr.  Chairman,  thank  you,  and  I  apologize  to 
this  panel,  and  I  already  did  to  Senator  Mack  and  Senator  Fein- 
stein,  for  not  being  here  earlier.  It  just  so  happened  that  this  morn- 
ing was  the  markup  of  the  Individuals  With  Disabilities  Education 
Act  and  months  of  negotiations. 

We  finally  pulled  it  together  and  we  are  able  to  get  it  out  of  com- 
mittee, so  I  had  to  be  present  at  another  committee,  at  least  up 
until  this  moment,  but  I  did  not  want  to  miss  the  opportunity  to 
be  here,  and  I  am  sorry  I  missed  some  of  the  testimony  here,  but 
I  will  read  it,  I  can  assure  you. 

Just  picking  up  on  what  Mr.  Donaldson  said,  it  really  does  come 
down  to  resources  and  focus.  I  have  often  said  that — President 
Nixon  declared  war  on  cancer.  The  war  on  cancer  was  what,  in 
1972,  or  1971,  and  we  declared  war  and  beat  a  hasty  retreat,  and 
that  has  just  been  the  sum  and  substance  of  it. 

We  have  made  great  progress.  I  have  been  an  eyewitness  to  some 
of  the  progress  that  has  been  made.  People  are  living  longer  that 
have  cancer.  There  is  more  hope  for  people  out  there,  but  it  still 
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is  a  killer,  and  it  is  still  taking  too  many  lives  every  year,  and  the 
mortality  rate  is  still  exorbitant. 

We  have  some  promising  new  therapies.  The  whole  gene  pro- 
gram, gene  therapy  I  think  holds  a  lot  of  progress,  but  we  are  not 
going  to  get  there  if  we  keep  muddling  along  like  we  have  been 
doing  in  terms  of  the  finances. 

I  do  not  know  what  everyone  else  said,  but  I  just  happened  to 
hear  what  Sam  Donaldson  said,  and  he  is  right.  You  know,  I  al- 
ways think  of  it  like  this.  You  say,  well,  how  much  money  do  you 
need,  and  I  say,  I  do  not  know,  but  I  always  look  upon  the  re- 
search, Dr.  Klausner,  and  we  have  talked  about  this  before.  It  is 
like  you  have  got  10  doors,  and  those  doors  are  all  closed,  and  the 
answer  may  lie  behind  one  of  those  doors. 

Well,  if  you  are  going  to  open  1  out  of  10  doors  your  chances, 
your  odds  are  what,  10  to  1,  9  to  1  that  you  are  not  going  to  find 
it.  Those  are  overwhelming  odds. 

Right  now,  we  are  funding  2  out  of  10,  2V2  out  of  10,  something 
like  that,  of — and  those  are  the  research  proposals  that  have  gone 
through  the  peer  review  process,  and  poor  Dr.  Klausner,  he  can 
only  fund  2V2  out  of  10.  That  is  about  25,  26  percent  I  think  last 
year,  if  I  am  not  mistaken,  so  there  is  another  eight  doors  that  are 
being  shut  that  we  do  not  know  what  is  behind  those  doors. 

Now,  there  are  a  lot  of  young  people  out  there,  I  know,  I  see 
them,  that  are  in  colleges,  sometimes  they  are  in  high  schools  now, 
they  are  interested  in  this  area,  they  are  interested  in  the  biology, 
they  are  interested  in  the  chemistry  of  it,  they  are  interested  in  the 
medical  approach,  they  are  interested  in  the  gene  research  ap- 
proach, but  they  have  to  be  realistic. 

They  are  looking  ahead  and  they  say,  my  odds  that  I  am  going 
to  be  a  great  scientist  and  I  am  going  to  put  in  for  a  grant,  and 
my  odds  are  only  1  in  4  that  I  am  going  to  get  approved,  and  if 
I  get  approved  1  year  I  may  not  get  approved  the  next  year,  and 
sometimes  this  research  has  to  take  a  long  period  of  time,  well, 
that  can  dissuade  me  from  following  that  course  of  study. 

I  am  going  to  get  on  my  soap  box  here.  I  did  not  mean  to,  but 
you  asked  me  to  make  an  opening  statement,  and  I  will. 

Senator  Specter.  Or  briefly  a  closing  statement.  [Laughter.] 

Senator  Harkin.  You  see,  here  is  another  thing  to  keep  in  mind, 
and  I  am  going  to  use  this  opportunity  to  say  this  again.  During 
the  gulf  war  we  saw  all  of  these  great  TV  pictures  of  these  smart 
bombs  that  went  down  the  chimney  and  these  missiles  that  inter- 
cepted these  other  missiles.  We  knocked  out  what  was  it,  we 
knocked  out  3,000-some  tanks  and  we  only  lost  7,  and  this  was 
wonderful.  I  mean,  all  this  wonderful  technology  that  we  have.  As 
far  back  as  I  have  been  able  to  research  the  Department  of  Defense 
spends  15  cents  of  every  $1  on  research,  15  cents  of  every  $1  on 
research. 

One  other  thing  to  keep  in  mind.  In  the  last  4  years,  in  the  last 
48  months,  we  have  spent  more  money,  your  money,  taxpayers' 
money  in  4  years,  Sam,  we  have  spent  more  money  on  military  re- 
search and  development  than  we  have  on  all  medical  research  since 
the  turn  of  the  century.  I  say  that  to  people  and  they  say,  you  must 
be  nuts,  Harkin.  I  say  no,  you  check  it  out.  I  am  right.  You  add 
it  up.  In  4  years. 
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Sure,  that  is  why  we  have  got  smart  bombs  and  missiles.  Thank 
God  they  protect  us,  and  I  am  not  downgrading  it,  but  if  you  want 
the  smart  missile  or  the  smart  bomb  that  is  going  to  knock  out  that 
cancer  you  have  got  to  put  those  kind  of  resources  there  now. 

And  when  we  spend  as  much  money  as  we  spend  on  health  care 
in  this  country,  and  we  do  not  put  1  penny  out  of  every  $1 — we  do 
not  even  put  1  penny  out  of  $1  into  medical  research.  What  do  we 
expect?  We  are  going  to  keep  doing  just  what  we  have  been  doing 
in  the  past,  and  we  are  not  going  to  find  the  interventions,  the 
causes,  and  the  cures. 

So  that  is  why  I  have  pushed  for  so  long,  first  with  Senator  Hat- 
field, now,  God  bless  him,  with  Senator  Specter,  to  try  to  get  it  in 
people's  minds  in  this  country  that  when  you  spend  $1  on  health 
care  some  of  that  ought  to  go  to  research.  We  only  ask  for  1  penny. 
My  God,  you  would  think  the  sky  is  going  to  fall. 

I  have  had  some  of  the  largest  managed  care  organizations  in 
America,  supposedly  there  to  help  the  health  of  America,  say  that 
they  are  going  to  fall  on  their  sword  to  defeat  us  on  this  bill,  to 
try  to  get  1  penny  out  of  every  $1  to  put  into  medical  research. 

Insurance  companies — oh,  no,  we  can't  have  that.  Well,  I  will  tell 
you,  it  is  time  that  we  have  a  policy  in  this  country  that  out  of 
every  $1  that  an  American  spends  on  health  care,  some  of  that  is 
going  to  go  to  research.  We  only  ask  for  1  penny.  That  would  only 
give  us  a  50-percent  increase  to  NIH.  We  cannot  even  get  that 
through. 

So  you  are  right.  I  did  not  mean  to  go  off,  but  you  pulled  my 
chain  when  you  started  talking  about  resources,  because  that  is 
what  it  adds  up  to,  and  we  have  got  to  get  those  resources,  and  we 
have  to  have  a  dedicated  fund  of  money. 

I  talked  about  a  trust  fund  that  Senator  Specter  and  I  have 
talked  about,  where  some  of  that  money  would  come  from  a  health 
care  bill.  If  we  put  15  cents  out  of  every  $1  that  goes  into  defense 
into  research,  my  God,  we  ought  to  be  able  to  take  1  or  2  cents  out 
of  every  $1  for  health  care  and  put  that  into  research,  and  then — 
then  we  would  win  the  war  on  cancer. 

Thank  you  very  much,  Mr.  Chairman. 

Senator  Specter.  Thank  you,  Senator  Harkin. 

Senator  Cochran,  would  you  care  to  make  an  opening  statement? 

Senator  Cochran.  No,  Mr.  Chairman.  I  am  here  to  learn  from 
the  witnesses  and  I  just  want  to  express  my  sincere  appreciation 
to  all  of  them  who  have  come  here  today  to  help  us  understand  how 
important  it  is  that  we  move  as  quickly  as  we  can  to  do  more  in 
the  research  area  to  try  to  find  the  answers  and  to  try  to  find  the 
cures  that  we  know  are  out  there  to  save  the  lives  that  are  very 
important  to  all  of  us. 

Thank  you  very  much. 

Senator  Specter.  Thank  you  very  much,  Senator  Cochran. 
SUMMARY  STATEMENT  OF  ELLEN  SIGAL 

We  now  turn  to  Dr.  Ellen  Sigal,  Presidential  appointee  to  the  Na- 
tional Cancer  Advisory  Board  and  chair  of  its  Budget  and  Planning 
Committee  which  oversees  the  board's  $2  billion  budget. 

Dr.  Sigal  has  had  a  very  distinguished  career,  and  is  a  very,  very 
strong  advocate  in  the  fight  against  cancer,  and  I  want  to  thank 
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Dr.  Sigal  for  helping  us  organize  today's  hearing.  She  was  really 
instrumental,  along  with  Bettilou  Taylor  and  Craig  Higgins,  and 
we  are  going  to  have  a  field  hearing  commemorating  the  25th  anni- 
versary of  the  National  Cancer  Act  in  Los  Angeles  on  May  29,  and 
so  we  will  be  paying  tribute  again  to  the  same  lives,  so  we  very 
much  appreciate  your  help,  and  we  welcome  you  here,  Dr.  Sigal, 
and  the  floor  is  yours. 

Dr.  SlGAL.  Thank  you,  Senator  Specter,  and  thank  you  for  your 
leadership  and  support  for  cancer  research.  It  is  deeply  valued. 
Thank  you,  Senator  Harkin  and  Senator  Cochran  for  being  here  to 
listen. 

My  advocacy  is  based  on  a  personal  and  very  tragic  loss.  It  is  the 
loss  of  my  younger  sister  to  breast  cancer  11  years  ago.  I  will  never 
forget  my  niece's  first  birthday  party.  My  sister  had  breast  cancer, 
and  she  was  undergoing  chemotherapy,  and  when  we  came  to  New 
York  to  help  her  prepare  for  the  party  her  hair  fell  out  that  day, 
the  very  day  of  her  daughter's  first  birthday  party,  and  it  was  10, 
or  11  o'clock  in  the  morning,  and  we  had — no,  she  was  not  pre- 
pared. She  was  told  her  hair  was  going  to  come  out  eventually  but 
not  that  quickly,  and  I  remember  desperately  going  out  to  find  a 
turban  or  a  scarf,  or  to  do  something  to  protect  her  so  she  could 
have  pictures  with  her  daughter  on  her  first  birthday  party. 

She  fought  valiantly.  She  underwent  every  treatment  imaginable 
for  this  disease.  When  the  disease  progressed,  her  only  option  was 
a  bone  marrow  transplant.  At  the  time  there  was  a  very  high  fatal- 
ity, and  she  felt  she  had  no  other  choice  because  it  was  certain 
death. 

However,  they  knew  that  fatality  was  high,  and  I  was  with  her 
when  the  psychologist  had  advised  her  to  take  a  video  of  herself 
for  her  daughter  in  case  she  did  not  make  it,  and  she  recorded  a 
video  saying  goodbye  to  her  daughter.  We  thought  she  would  make 
it.  We  hoped  she  would,  but  indeed  she  did  not,  so  we  have  the 
video. 

So  yes,  we  speak  with  great  passion,  because  it  is  our  sisters,  it 
is  our  brothers,  it  is  our  children,  it  is  our  fathers  and  mothers  that 
we  are  talking  about.  I  do  not  think  there  is  a  family  in  the  United 
States  that  has  not  been  hit  by  this  disease  or  affected  by  it,  and 
so  there  is  great  passion  and  great  hope  in  this  community. 

The  burden  is  felt  by  all,  disproportionately  among  the  minori- 
ties. It  is  more  pronounced  on  our  poor,  but  there  is  no  one  that 
is  exempt  from  this,  and  you  know  this  on  this  panel. 

We  are  at  a  point  where  there  is  no  stopping  us  now.  There  is 
great  progress  on  this  disease.  We  have  enormous  leadership.  We 
are  so  lucky  at  the  National  Cancer  Institute  to  have  someone  as 
brilliant  and  gifted  as  Dr.  Klausner.  It  is  his  vision.  It  is  his  inspi- 
ration. It  is  the  opportunity.  It  is  the  ability  now,  and  it  is  the  time 
to  get  something  done. 

It  is  all  over.  It  is  pervasive.  It  is  in  the  communities.  It  is  at 
our  cancer  centers.  We  know  now  that  we  can,  indeed,  do  some- 
thing. There  is  focus  and  there  is  opportunity.  What  is  stopping  us? 
It  is  money.  We  are  spending  $2.4  billion  a  year  on  this  disease. 
It  is  not  enough.  That  is  the  equivalent  of  a  half-a-tank  of  gas  a 
year,  or  $10  per  person. 
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I  would  challenge  you  to  look  at  any  witness  here  today  or  cancer 
survivor  in  the  eye  and  tell  them  that  their  quality  of  life  and  their 
prospects  for  cure  and  their  chance  of  survival  is  worth  the  cost  of 
two  fast  food  meals.  We  cannot  do  this. 

The  cancer  community  is  organized.  We  are  together.  We  are  not 
going  to  pit  breast  cancer  against  prostate  cancer  against  ovarian 
cancer.  We  are  speaking  with  one  voice.  We  need  more  money  for 
this.  We  can  make  a  difference,  and  we  need  you.  We  need  your 
support.  We  need  your  leadership,  because  this  is  extremely  impor- 
tant to  all  of  us.  There  is  no  family  in  this  country  that  is  not  af- 
fected, and  we  have  the  opportunity,  and  now  we  need  your  leader- 
ship. 

PREPARED  STATEMENT 

We  are  very  pleased  about  Senator  Mack's  resolution  and  Sen- 
ator Specter,  your  support  for  it,  for  doubling  the  NIH,  and  I  would 
say  thank  you,  and  I  would  only  say  this  is  a  good  start. 

Thank  you. 

[The  statement  follows:! 

Prepared  Statement  of  Ellen  Sigal 

Mr.  Chairman  and  members  of  the  Committee,  I  deeply  appreciate  the  attention 
you  are  giving  today  to  the  topic  of  cancer  research.  Mr.  Chairman,  I  salute  you  for 
your  leadership,  Friends  of  Cancer  Research  was  proud  to  honor  you  earlier  this 
year.  I  would  also  like  to  acknowledge  the  long-time  support  of  Senator  Connie 
Mack  and  his  wife,  Priscilla.  They  have  personally  experienced  the  burden  of  cancer 
and  are  passionate  advocates  for  change. 

You  will  hear  news  of  medical  science  here  today,  and  you  will  hear  budget  num- 
bers. But  for  me  and  for  many  of  the  witnesses  today,  this  issue  is  rooted  in  per- 
sonal experience.  I  lost  my  own  sister  to  breast  cancer.  I  would  venture  to  say  that 
nearly  everyone  in  this  room  has  lost  someone  close  to  them  because  of  cancer.  And 
that  is  why  we  are  here  today. 

We  speak  with  passion  about  this  subject  because  it  is  our  lives  and  the  lives  of 
our  fathers  and  daughters,  our  husbands,  and  our  friends  that  we  are  fighting  for — 
the  lives  of  half  a  million  Americans  a  year.  These  are  young  people  as  well  as  old, 
cut  down  in  the  fullness  of  life,  their  contributions  to  their  families  and  the  world 
cut  short  by  this  merciless  disease,  a  disease  that  does  not  discriminate,  but  strikes 
indiscriminately,  rich  and  poor,  people  of  all  races  and  ethnicities,  famous  people 
and  common  people  alike. 

We  are  here  because  a  cause  which  some  called  hopeless  now  shines  with  oppor- 
tunity, as  the  mysteries  of  the  human  genome  yield  to  brilliant  research  and  aston- 
ishing breakthroughs.  We  are  here  because  we  believe  that  we  now  have  the  tools 
we  need  to  make  further  gains — gains  that  will  save  lives  and  alleviate  suffering 
and  possibly  transform  our  understanding  of  cancer.  All  that  we  lack  is  the  money 
to  pursue  them  with  the  vigor  and  passion  that  this  cause  deserves. 

Some  25  years  ago  a  Committee  of  Congress  came  together,  much  as  you  have 
today,  to  determine  what  should  be  done  about  this  devastating  disease.  In  their 
wisdom  and  in  cooperation  with  President  Nixon,  a  bipartisan  Congress  enacted  the 
National  Cancer  Act.  Now,  25  years  later,  thanks  to  that  caring  and  compassionate 
Congress,  who  could  not  sit  by  and  watch  this  disease  destroy  families  nationwide, 
the  overall  cancer  death  rate  in  the  United  States  is  going  down.  It  has  declined 
2.6  percent  and  is  falling  for  colon  and  rectum  cancers,  breast  cancer,  lung  cancer, 
prostate  cancer  and  cancer  for  children  due  to  progress  in  prevention  and  research. 
For  men  it  is  down  4.3  percent  and  for  women  1.1  percent. 

But  despite  Congress'  action  a  quarter-century  ago,  1.4  million  people  will  be  diag- 
nosed with  cancer,  and  about  560,000  will  die  this  year  alone.  That  is  more  than 
1,500  people  a  day.  In  fact,  one  of  every  four  deaths  in  the  United  States  is  from 
cancer.  Yet  we  spend  only  $2.4  billion  in  finding  a  cure,  improving  treatments  and 
diagnosis,  and  preventing  cancer — that  breaks  down  to  $10.40  per  person  per  year. 
I  lost  my  sister  and  many  dear  friends  to  cancer,  and  I  believe  it  is  inexcusable  that 
a  disease  that  costs  this  country  $104  billion  annually  to  treat  those  afflicted  only 
spends  the  equivalent  of  half  a  tank  of  gas  per  person  to  eradicate  this  disease.  I 
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challenge  you  to  look  any  witness  here  today  or  cancer  survivor  in  the  eye  and  tell 
them  their  quality  of  life,  their  prospects  for  cure,  their  chance  of  survival  is  worth 
only  the  cost  of  two  fast-food  meals. 

Like  the  Congress  25  years  ago,  this  Congress  has  an  opportunity  to  provide  in- 
creased funding  for  cancer  research  that  will  benefit  generations  of  Americans  for 
years  to  come.  Scientists  have  opened  the  black  box  on  cancer  and  are  beginning 
to  understand  what  causes  this  disease  and  what  treatments  offer  the  best  pros- 
pects for  success,  Of  the  10  million  survivors  of  cancer  alive  today,  the  majority  have 
been  cancer-free  for  5  years  because  of  new  discoveries  in  research  that  diagnose 
the  cancer  earlier,  that  treat  the  cancer  more  directly  with  fewer  overall  toxic  effects 
on  the  body,  and  that  enable  the  cancer  patient  to  live  a  higher  quality  of  life. 

We  are  not  often  confronted  with  an  opportunity  to  make  a  decision  that  will  save 
millions  of  lives  and  improve  the  quality  of  living  for  millions  of  people  currently 
living.  But  we  have  that  opportunity  today.  It  will  take  the  cooperation  of  govern- 
ment, public  advocacy  groups  like  those  represented  here  today,  and  survivors.  You 
hold  the  key  to  the  resources  that  will  unlock  the  door  to  new  treatment  and  cures 
for  cancer. 

I  urge  your  support  for  a  level  of  investment  that  will  make  that  happen,  and  in 
particular  I  want  to  commend  Senator  Mack  for  his  resolution — which  I  know  you 
have  co-sponsored,  Mr.  Chairman.  On  behalf  of  all  the  cancer  survivors,  I  urge  you 
to  at  a  minimum  double  the  federal  funding  for  biomedical  research  over  the  next 
5  years. 

FUNDING  NEEDED  TO  FIGHT  CANCER 

Senator  Specter.  Thank  you  very  much,  Dr.  Sigal. 
We  are  now  going  to  have  a  5-minute  round  for  questions  for  the 
panel. 

Dr.  Klausner,  I'll  begin  with  you.  You  are  the  head  man.  When 
we  had  a  hearing  in  early  February  I  asked  you  how  much  money 
could  be  usefully  spent.  I  take  a  look  at  the  statistics  on  grants. 
There  were  4,185  grants  for  fiscal  year  1997.  There  were  10  years 
ago  3,732  grants,  so  we  are  453  up.  That  is  not  very  much  over  a 
10-year  period. 

You  talk  about  resources,  and  when  I  commented  earlier  about 
getting  the  people  in  your  districts  and  your  States  to  write  your 
elected  representatives,  I  am  a  U.S.  Senator  and  I  am  also  a  Penn- 
sylvania Senator,  and  when  Sam  Donaldson  refers  to  election,  that 
is  a  thought  which  occasionally  crosses  the  mind  of  535  people  up 
here  on  Capitol  Hill. 

A  lot  of  people  write  me  letters  from  all  over,  and  I  am  glad  to 
get  them,  but  they  would  be  a  lot  more  effective  in  their  district, 
and  people  do  not  think  when  they  come  to  visit  us  and  they  ask 
for  advice.  Take  a  look  at  the  people  who  voted  against  it.  They  are 
all  on  the  record,  and  get  people  in  their  districts  to  tell  them. 

If  I  get  a  dozen  letters  from  Pennsylvania  with  12  million  people 
that  is  a  trend.  That  is  a  matter  of  significance. 

So  Dr.  Klausner,  you  have  had  several  additional  months,  Feb- 
ruary, March,  April,  3  additional  months.  You  will  be  in  next  week 
for  the  NIH  hearings.  How  much  money,  not  would  you  like  to 
have,  but  could  you  usefully  use  to  fight  cancer? 

Dr.  Klausner.  Sir,  you  are  asking  my  professional  judgment  as 
to  what  we  can  use? 

Senator  Specter.  Well,  I  am  sure  I  would  get  it  whether  I  asked 
for  it  or  not. 

Dr.  Klausner.  Well,  of  course,  as  you  know,  I  am  asked  by  law 
to  provide  a  professional  judgment  budget,  which  we  have  done, 
created  a  whole  new  budget  to  outlay  very  explicitly  what  we  be- 
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lieve  the  needs  and  the  opportunities  are,  and  exactly  what  those 
investments  would  mean. 

We  asked  in  that  for  an  immediate  about  20-percent  increase  in 
the  budget  to  allow  us  to  find  what  we  believe  are  the  immediately 
accessible  and  achievable  opportunities,  and  my  feeling  is,  is  that 
in  order  to  achieve  these  opportunities,  as  we  have  laid  out  in  the 
NCI  bypass  budget,  we  really  see  the  opportunities.  We  actually 
see  the  only  way  to  prevent  the  tragic  inability  to  step  up  to  the 
opportunities,  and  Senator  Harkin  said  young  people  are  saying 
this  is  not  for  me.  This  is  a  disaster. 

Senator  Specter.  Dr.  Klausner,  I  ask  you  for  your  view  because 
there  is  a  lot  of  filtering.  After  you  put  your  figures  in  they  go  to 
NIH  generally,  and  there  is  a  lot  of  filtering  in  the  Office  of  Man- 
agement and  Budget,  and  a  lot  of  times  we  have  witnesses  come 
into  the  appropriations  process  who  tell  us  one  thing,  and  then 
they  meet  us  in  the  back  room  and  they  tell  us  something  else. 

Dr.  Klausner.  Senator,  again,  I  am  in  the  unusual  situation 
that  the  law  allows  the  NCI  Director  to  directly  produce  a  bypass 
budget  to  go  to  both  the  Congress  and  the  President.  We  have  done 
that  and  have  created  that.  It  is  in  this  document,  that  lays  out 
a  very  explicit  plan  for  how  to  spend  what  we  ask  for  in  1  year. 

Senator  Specter.  We  will  have  a  chance  to  do  this  further  next 
Tuesday.  I  want  to  observe  the  time  limit,  because  we  are  going  to 
have  some  time  problems.  We  have  to  conclude  a  little  in  advance 
of  noon. 

Dr.  Sigal  raised  her  hand,  and  I  will  call  on  her  last. 

Ms.  Lansing  and  Mr.  Donaldson.  I  was  glad  to  hear  Ms.  Lansing 
comment  about  what  her  industry  could  do  and  what  your  industry 
could  do,  Mr.  Donaldson,  and  I  would  urge  you  to  do  all  you  can 
to  tell  the  American  people  about  the  support  we  need. 

Dr.  Sigal,  on  my  time  the  final  word  is  yours. 

Dr.  Sigal.  Thank  you,  Senator  Specter.  I  just  want  to  tell  you 
that  I  serve  on  the  National  Cancer  Advisory  Board.  I  see  the 
grants — that  is  our  statutory  responsibility — that  are  not  funded, 
the  science  that  is  not  funded.  We  can  do  much  more.  There  is  good 
science  out  there. 

I  also  serve  on  the  board  of  cancer  centers.  There  is  an  enormous 
opportunity.  That  additional  funding,  and  as  I  said  earlier,  double 
would  be  a  good  start,  but  we  could  productively  over  time  use  a 
lot  more  money. 

Senator  Specter.  Thank  you  very  much,  Dr.  Sigal. 

We  turn  now  to  Senator  Harkin. 

Senator  Harkin.  Thank  you  very  much,  Mr.  Chairman. 

We  know  about  the  bypass  budget,  and  the  20-percent  increase 
is  what  you  said  you  could  use  immediately  to  actually  get  out  to 
the  grants  that  have  come  through.  I  just  want  to  say  again,  Dr. 
Sigal — and  I  am  sort  of  combining  two  here — you  talked  about  you 
do  not  want  to  pit  breast  cancer  against  prostate  cancer  against 
brain  cancer,  et  cetera.  You  see,  that  is  the  problem  that  Senator 
Specter  and  I  have,  and  all  of  us,  and  Senator  Cochran,  that  we 
have  on  this  committee. 

It  is  not  pitting  one  cancer  against  another.  It  is  pitting  this  re- 
search against  education,  Head  Start  programs,  low-income  heating 
energy  programs  for  elderly  who  are  poor,  Pell  grants  for  college 
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students.  And  what  else  is  there?  We  have  got  more  than  I  can 
even  remember  when  I  chaired  the  subcommittee. 

Senator  Specter.  School-to-Work,  drug  education. 

Senator  Harkin.  Drug  education. 

Senator  Specter.  Therapy. 

Senator  Harkin.  Yes;  everything. 

So  we  get  one  bundle  of  money.  And  so  it  is  pitted  against  that. 

Thus,  why  I  encourage  you,  I  plead  with  all  of  you,  we  need  a 
dedicated  source  of  revenue  so  that  we  are  not  pitting  this  against 
everything  else. 

I  have  worked  with  Arlen  Specter  a  long  time.  I  know  he  ago- 
nizes over  it,  just  like  I  do,  trying  to  figure  out  how  we  are  going 
to  fund  these  things.  Every  time  you  go  down  and  put  a  tank  of 
gas  in  your  car,  some  of  that  money  goes  into  a  trust  fund.  Every 
time  you  buy  an  airline  ticket,  some  of  that  money  goes  into  a 
fund,  to  help  make  safer  airways  and  airports  and  things  like  that. 

Yet  every  time  you  buy  Blue  Cross/Blue  Shield,  Aetna,  or  what- 
ever else  health  plan  you  have  gone  to,  not  1  cent  of  that  goes  for 
research.  And  I  am  saying  that  has  to  change  in  our  society.  That 
is  why  I  make  that  point,  Ms.  Lansing. 

Ms.  Lansing.  And  I  think  we  all  agree  with  you  100  percent.  I 
certainly  do  not  want  to  take  something  away  from  something  else. 
But  I  do  not  think  that  we  have  ever  been  at  this  point  in  cancer 
research,  where  we  are  so  close  to  finding  cures,  to  finding  a  way 
to  control  the  disease.  And  I  think  you  could  look  at  what  hap- 
pened with  AIDS  and  see  where  the  money  that  went  to  research 
really  did  produce  results,  where  people  are  now  not  dying  from 
AIDS,  and  they  are  finding  ways  to  live  with  it. 

I  can  only  say  to  you  that — you  know,  I  heard  Senator  Feinstein 
speak  about  various  ways  so  that  we  could  get  alternate  income  in, 
you  know,  the  idea  of  the  stamp,  the  idea  of  checking  your  income 
tax  form.  And  on  behalf  of  the  people  in  Hollywood,  these  are  the 
kind  of  things  we  want  to  do. 

Senator  Harkin.  Ms.  Lansing,  excuse  me.  I  am  all  for  the  stamp. 
I  am  one  of  the  supporters  of  it.  At  the  most,  that  is  going  to  raise 
about  $30  million. 

Ms.  Lansing.  But  it  is  something. 

Senator  Harkin.  That  is  nothing. 

Ms.  Lansing.  But  do  not  we  have  to  start  thinking  of  alternate 
things  like  that?  I  mean  if  you  are  saying  to  me  

Senator  Harkin.  Fine.  You  can  think  of  that.  I  am  just  telling 
you  that  that  $30  million  is  like  spitting  in  the  ocean.  I  am  sorry, 
I  just  have  to  tell  you  that.  I  am  all  for  it.  I  would  get  a  dollar  any- 
where I  can.  But  the  stamp  is  not  going  to  do  it. 

We  are  talking  about  increasing  it  by  billions  of  dollars  a  year, 
not  a  few  million  dollars  a  year. 

Ms.  Brown. 

Ms.  Brown.  Senator  Harkin,  you  were  gone  when  I  spoke,  but 
I  am  here  as  a  spokesperson  for  the  American  Cancer  Society.  We 
are  the  group  with  the  constituency  out  there.  They  are  willing  to 
pay  more  in  the  taxes  to  put  it  into  medical  research. 

Senator  Harkin.  Absolutely. 

Ms.  Brown.  They  are,  I  will  bet  you  dollars  to  donuts,  that  your 
10  cents,  15  cents  of  every  health  care  will  be  important.  What  we 
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have  to  beg  you  to  do  is  to  turn  a  deaf  ear  to  the  lobby  that  says, 
"no." 

In  all  of  World  War  II,  in  all  of  Vietnam,  in  all  of  Korea,  in  all 
of  the  gulf  war,  we  have  not  lost  nearly  as  many  as  we  lose  in  1 
year  to  cancer. 

Now,  you  found  the  money  for  the  Persian  Gulf  war.  You  found 
the  money  for  Vietnam.  You  found  the  money  for  the  other  wars. 
It  seems  to  me  that  what  we  have  to  do  in  support  of  you  is  to  step 
up  to  the  plate  and  say  to  the  Blue  Cross  and  to  the  other  insurers, 
put  some  money  where  the  rubber  hits  the  road.  They  are  making 
money  from  health  care.  I  will  tell  you,  an  ounce  of  prevention  still 
is  worth  a  pound  of  cure. 

And  what  we  are  here  to  express  to  you  is  the  feeling  of  all  of 
your  constituents.  We  want  this  No.  1  on  your  agenda.  So  if  you 
will  say  no,  we  will  say  yes. 

Senator  Harkin.  Some  of  us  have  been  saying  no. 

Did  you  have  something,  Sam,  that  you  wanted  to  say? 

Mr.  DONALDSON.  This  is  a  national  emergency.  And  if  you  put  it 
on  that  basis,  Americans  will  respond.  Because  it  is  not  something 
esoteric.  Scientists  tell  us  that  if  we  do  not  get  a  hold  of  the  hole 
in  the  ozone  layer,  it  may  kill  us  all.  But  it  is  not  something  people 
understand.  Their  mother  did  not  die  immediately,  that  they  can 
see,  from  the  hole  in  the  ozone  layer.  But  their  mother  died  of  can- 
cer. Their  best  friend  has  it.  They  themselves  may  have  it. 

Now,  you  gentlemen  are  on  the  right  track.  Here  is  the  question 
I  would  like  you  to  put  to  Dr.  Klausner.  Not  how  much  money  can 
you  use.  He  has  got  many  considerations,  as  you  well  know  far  bet- 
ter than  I,  in  how  he  has  to  frame  his  answer.  Put  the  door  ques- 
tion to  him.  Dr.  Klausner,  if  we  open  all  10  doors,  how  much  money 
would  that  take? 

He  is  freed  now  from  having  to  worry  about  the  other  consider- 
ations and  the  other  people  that  he  has  to  worry  about. 

Senator  Specter.  Dr.  Klausner,  would  you  answer  Senator 
Donaldson's  question?  [Laughter.] 

Mr.  Donaldson.  Dr.  Klausner,  if  these  grant  requests,  that  have 
gone  through  peer  review,  that  show  some  promise,  and  not  some- 
one saying  let  us  flap  a  bed  sheet  at  the  aurora  borealis,  were  all 
funded,  all  10  doors,  how  much  money,  sir? 

Dr.  Klausner.  We  believe  that  to  do  that  would  require  a  dou- 
bling of  the  NCI  budget  in  3  years. 

Mr.  Donaldson.  Then  let  us  do  it.  Then  let  us  do  it. 

Ms.  Lansing.  Three  years,  not  five. 

Senator  Harkin.  OK  The  other  thing,  Dr.  Klausner,  is  this  a 
doubling,  but  not  a  one-shot  deal.  This  has  to  be  something  that 
we  know  is  going  to  be  there  for  these  young  people  to  say,  hey, 
I  want  to  get  involved  in  that.  I  want  to  spend  the  next  10  years 
or  20  years  of  my  life  in  this  kind  of  research.  We  have  got  to  hold 
that  out  there  that  that  money  is  going  to  be  there. 

If  it  is  just  up  to  the  appropriations  process,  and  we  are  battling 
this  and  battling  that  and  maybe  it  is  there  and  maybe  it  is  not, 
but  if  we  had  that  dedicated  source  of  revenue  that  is  going  to  be 
there,  that  can  double  it,  and  it  will  be  there  for  the  next  20  years. 

Mr.  Donaldson.  Americans  will  support  it. 
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Senator  Harkin.  I  believe  they  will,  Sam,  but,  darn  it,  you  have 
got  too  many  people  around  here  who  say,  we  do  not  want  to  raise 
another  tax  on  anybody  around  here.  And  I  am  telling  you  that  I 
believe  the  American  people  would  pay  that  penny.  They  would  pay 
2  cents  of  every  health  care  dollar  if  they  knew  that  that  was  going 
to  medical  research. 

Mr.  Donaldson.  You  do  these  things  better  than  I  do  every  day. 

Senator  Harkin.  I  do  not  think  so. 

Mr.  Donaldson.  We  can  roll  over  the  people  who  say  no,  because 
we  have  the  numbers.  Not  because  of  me.  We  have  the  numbers 
out  there;  10  million  cancer  survivors.  If  you  took  a  show  of  hands 
in  this  room— and  I  am  not  suggesting  it — of  people  who  have  can- 
cer or  whose  family  members  have  died  of  cancer,  or  whose  friends, 
almost  every  hand — probably  every  hand  would  go  up. 

We  have  got  the  shock  power.  How  many  divisions  has  the  Pope? 
How  many  divisions  do  the  cancer  people  have?  We  have  unlimited 
divisions.  And  we  will  get  behind  you  through  perhaps  a  march  on 
Washington  that  many  of  us  are  contemplating. 

Senator  HARKIN.  How  many  people  in  the  audience  have  had  a 
family  member  who  has  had  cancer,  how  many  people?  [A  show  of 
hands.] 

Mr.  Donaldson.  My  mother  died  of  it.  My  brother  of  it. 
Ms.  Lansing.  Well,  there  you  are.  That  is  what  we  are  talking 
about. 

Mr.  Donaldson.  I  do  not  want  to  die  of  it,  but  I  may. 
Senator  Specter.  We  are  going  to  have  to  move  on. 
Senator  Harkin.  Ms.  Lansing. 

Ms.  Lansing.  I  think  we  are  all  saying  the  same  thing.  You  know 
that  the  constituents,  the  American  people,  will  support  this.  We 
all,  you  know,  in  my  industry  try  and  make  it  more  visible,  try  and 
draw  more  attention  to  it,  but  this  is  a  national  emergency.  And 
we  are  at  a  time  like  we  have  never  been  before  in  cancer  research 
and  we  have  to  do  something  about  it. 

Senator  Specter.  I  am  reluctant  to  cut  off  this  very  important 
dialog,  but  we  have  six  more  witnesses  and  we  have  to  finish  short- 
ly before  noon.  And  we  had  made  you  a  senator,  Sam,  to  ask  Dr. 
Klausner.  I  did  not  know  we  were  giving  you  the  chairmanship  to 
get  the  show  of  hands.  [Laughter.] 

Mr.  Donaldson.  Excuse  me,  Senator.  I  sometimes  take  the  bit 
in  my  teeth.  And  I  apologize. 

Senator  Specter.  Senator  Cochran. 

Senator  Cochran.  Well,  we  all  know  the  cost  in  lives.  We  also 
are  aware  that  cancer  costs  $100  billion  every  year.  And  that  is  an 
astounding  amount  of  money  to  lose.  When  we  can  invest  more,  we 
will  save  more,  not  just  lives,  but  money  as  well.  So  you  were  talk- 
ing about  the  dollars-and-cents  aspect  of  this. 

And  I  think  Senator  Harkin  touched  on  an  aspect,  too,  that  can- 
not be  overlooked  and  should  not  be  underemphasized  in  all  of  this, 
and  that  is  doing  more  to  try  to  attract  into  the  research  field  med- 
ical doctors  and  others  who  can  help  us  find  the  answer. 

We  had  a  hearing  here  last  year — Dr.  Klausner,  I  think,  was  in 
one  of  the  panels — we  were  talking  about  orphan  drug  research,  for 
example,  and  the  difficulty  of  not  only  getting  dollars,  but  getting 
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people  to  commit  themselves  to  those  areas  of  research  that  are 
also  very  important.  / 

But  we  are  limited,  I  think,  in  terms  of  the  number  of  people  who 
are  engaged  in  this.  And  that  limits  how  much  money  may  be  effec- 
tively used  in  a  research  project.  You  do  not  have  the  people  there 
to  use  the  money  and  do  the  things  that  you  know  need  to  be  done. 

What  is  the  answer  to  that?  Is  there  a  proposal  that  we  have  be- 
fore us  in  terms  of  research,  scholarships  or  incentives  that  we  can 
build  into  the  system  that  will  help  us  do  a  better  job  of  getting 
people  into  these  fields? 

Dr.  Klausner. 

Dr.  Klausner.  Yes;  we  do.  Part  of  this  is  to  significantly  increase 
the  amount  of  money  for  training,  but  also  to  protect  people  who 
want  to  do  research  from  the  forces  that  are  preventing  them  from 
doing  research.  With  the  changing  health  care  system,  clinical  re- 
searchers are  in  danger.  They  cannot  spend  the  time  doing  clinical 
research.  That  is  part  of  this  budget  request. 

But  I  can  tell  you  the  people  who  want  to  do  research,  who  want 
to  participate  in  preventing  and  curing  cancer  are  there.  They  want 
to  do  it.  The  most  painful  thing,  as  we  have  all  talked  about,  is  the 
number  of  times,  constantly,  that  we  have  to  say  no. 

Senator  COCHRAN.  Dr.  Sigal,  would  you  add  to  that  or  comment? 

Dr.  SlGAL.  Young  people  today  who  are  inspired,  who  are  bril- 
liant, who  can  make  a  difference  have  to  rethink  whether  they  can 
dedicate  their  lives.  They  have  to  feed  their  families.  They  have  to 
know  that  there  are  resources  available.  There  is  the  will.  There 
is  the  opportunity.  There  are  the  scientists.  There  are  the  brilliant 
minds  that  are  ready  to  make  a  commitment.  But  they  cannot  and 
will  not  make  a  commitment  to  this  disease  and  research  if  there 
is  no  funding. 

It  is  what  we  do  well  in  government.  It  is  what  we  do  well  at 
the  National  Cancer  Institute.  And  it  is  where  we  can  make  a  dif- 
ference. There  are  too  many  millions  of  lives  dependent  upon  it, 
and  we  can  do  that. 

Senator  COCHRAN.  Thank  you  very  much. 

Thank  you,  Mr.  Chairman,  for  your  leadership  in  this  area  and 
for  having  this  hearing  and  for  doing  all  that  you  are  doing  to  try 
to  generate  support  for  this  new  initiative. 

Senator  Specter.  Well,  thank  you  very  much,  Senator  Cochran. 

Senator  Cochran  has  been  on  the  subcommittee,  and  he  is  No. 
1  in  line  to  become  the  next  chairman  of  the  appropriations  com- 
mittee. 

I  would  like  now  to  turn  to  our  next  panel.  Thank  you  very 
much,  Mr.  Donaldson,  Ms.  Brown,  Dr.  Sigal,  Ms.  Lansing,  and  Dr. 
Klausner. 
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Panel  3 

STATEMENTS  OF: 

DONALD  S.  COFFEY,  Ph.D.,  M.D.,  PRESIDENT-ELECT,  AMERICAN  AS- 
SOCIATION FOR  CANCER  RESEARCH 
ARNOLD  PALMER,  PROFESSIONAL  GOLFER,  ARNOLD  PALMER  EN- 
TERPRISES 

TONI  M.  SHAHEEN,  BREAST  CANCER  SURVIVOR,  MANMOUTH 
BEACH,  NJ,  INTRODUCED  BY  AMY  LANGER,  EXECUTIVE  DIREC- 
TOR, NATIONAL  ALLIANCE  OF  BREAST  CANCER  ORGANIZATIONS 

KEITH  L.  BLACK,  M.D.,  PROFESSOR,  DEPARTMENT  OF  SURGERY, 
UNIVERSITY  OF  CALIFORNIA,  LOS  ANGELES 

CHARLES  A.  COLTMAN,  JR.,  M.D.,  PRESIDENT  AND  CEO,  CANCER 
THERAPY  AND  RESEARCH  FOUNDATION  OF  SOUTH  TEXAS  AND 
DIRECTOR  OF  THE  SAN  ANTONIO  CANCER  INSTITUTE 

SUMMARY  STATEMENT  OF  DR.  DONALD  S.  COFFEY 

Senator  Specter.  I  will  turn  now  to  Dr.  Don  Coffey,  Mr.  Arnold 
Palmer,  Ms.  Amy  Langer,  Ms.  Toni  Shaheen,  Dr.  Keith  Black,  and 
Dr.  Charles  Coltman. 

We  begin  with  Dr.  Don  Coffey,  who  is  the  president-elect  of  the 
American  Association  for  Cancer  Research  [AACR],  and  is  a  profes- 
sor of  virology,  oncology,  pharmacology,  and  molecular  sciences  at 
the  Johns  Hopkins  University  School  of  Medicine.  For  19  years,  Dr. 
Coffey  served  as  a  member  of  the  National  Prostatic  Cancer  Pro- 
gram of  the  National  Cancer  Institute,  and  as  national  chairman 
from  1984  to  1988. 

Welcome,  Dr.  Coffey.  We  are  going  to  be  compelled  to  pay  a  little 
more  attention  to  the  time  lines.  And  we  have  changed  the  timing 
from  5  minutes  to  4  minutes,  because  we  want  to  hear  from  every- 
body and  we  want  to  leave  some  time  for  questions. 

Dr.  Coffey,  the  floor  is  yours. 

Dr.  COFFEY.  Senators  Specter,  Harkin,  and  Cochran,  I  am  speak- 
ing to  three  heroes  of  medical  research,  and  I  have  very  little  that 
I  can  really  tell  you  that  you  do  not  already  know.  In  fact,  I 
thought  Senator  Harkin  had  given  my  speech,  so  I  had  to  quickly 
rewrite  another  one. 

But  on  the  serious  side,  let  me  start  out  by  saying  that  there  are 
three  or  four  things  that  burn  their  images  into  my  mind.  And  one 
of  them  was  when  I  was  a  young  schoolchild  in  Bristol,  VA-TN, 
looking  into  a  mirror  into  the  face  and  the  eyes  of  a  young  boy  in 
an  iron  lung,  like  being  in  a  coffin,  and  helping  him  to  breath,  and 
he  succumbed  to  this.  An  epidemic  of  polio  swept  through 
Wythville,  VA,  and  they  were  rerouting  traffic  around  U.S.  11  out- 
side of  Wythville. 

Well,  another  thing  that  really  burned  into  my  mind  when,  40 
years  later,  I  stood  in  Baltimore  and  watched  four  large  dump 
trucks  hauling  all  the  iron  lungs — 75  iron  lungs — to  the  trash 
dump  because  they  were  obsolete.  And  this  came  because  my  father 
stood  on  the  corner  ringing  bells,  he  thought  research  would  do 
this,  raising  money.  We  got  those  little  pieces  of  blue  cardboard 
and  put  our  dimes  in  it. 

But  it  was  really  Senator  Cochran  who  really — and  people  like 
this — who  led  the  fight  in  Congress  to  eradicate  this.  And  you  know 
what  you  had  to  do  to  do  that,  and  I  salute  you,  sir,  for  that. 
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Now,  years  later,  as  a  young  engineer  in  1957,  working  in  mili- 
tary research  with  the  Westinghouse  Corp.,  we  were  stunned  when 
we  found  out  that  the  Russians  had  put  their  research  money  into 
space  efforts  and  a  satellite  had  gone  up.  Well,  over  night—they 
did  not  say  how  much  money  we  could  use — it  was  not  the  March 
of  Dimes,  it  was  the  march  of  dollars.  And  it  was  absolutely  over- 
whelming. 

And  then,  again,  many  years  later,  I  stood  in  Florida  in  the  night 
and  watched  this  scientific  marvel  hauling  American  astronauts  to 
the  moon  and  a  car  to  drive  around  when  they  got  on  the  moon. 
Is  this  a  good  country  or  what?  I  could  not  believe  it. 

Well,  in  1971,  President  Nixon  pledged  and  made  a  contract  with 
America  to  eradicate  prostate  cancer.  And  it  was  never  a  war.  It 
was  only  a  skirmish.  And  even  though  that  chart  looks  great  over 
there,  it  would  not  buy  two  bombers — the  one  over  there  that 
shows  all  the  appropriations— it  would  not  buy  two  bombers  for 
this  war.  And  still  six  cancers  were  cured.  But  one-fourth  die. 

Now,  I  want  to  show  you  on  this  chart  over  here,  this  is  what 
is  going  to  happen  while  this  session  is  going  on.  Seven  people  are 
going  to  be  murdered  in  this  2V2  hours  of  this  session,  shown  on 
the  bottom  in  red.  Eleven  of  these  people  are  going  to  die  of  AIDS 
while  this  conference  is  going  on.  And  161  are  going  to  die  from 
cancer. 

Now,  this  is  equivalent — and  I  want  this  in  our  minds  as  we 
leave  this  meeting — to  five  jumbo  jets,  fully  loaded,  crashing  every 
day,  year  in  and  year  out — that  is  what  it  would  take  to  lull  this 
number  of  people.  Those  five  jumbo  jets  are  falling  behind  the 
mountains  and  we  do  not  see  them.  It  is  terrorism  from  within.  But 
if  it  hits  you  or  your  family,  you  certainly  know  what  we  are  talk- 
ing about. 

And  on  the  next  chart,  I  want  to  show  you  what  the  real  problem 
is;  1  penny  out  of  every  $10  goes  for  cancer  research;  1  penny  out 
of  every  $10.  Even  if  we  doubled  that — that  little  red  dot  down 
there  in  the  corner  is  the  penny — even  if  we  doubled  that,  that 
would  not  be  one-third  of  what  we  are  spending  on  our  space  effort. 

Now,  I  am  all  for  the  space  effort,  but  we  can  spend  one-third 
of  that  amount  here. 

Now,  as  president  of  the  AACR,  the  American  Association  for 
Cancer  Research,  which  is  the  largest  research  organization  in  the 
world  and  the  oldest  one  in  cancer  research,  I  tell  you,  ideas 
abound.  And  let  me  just  end  with  this.  Three-fourths  of  the  cup  is 
empty.  There  is  no  doubt  about  it  in  research.  They  are  not  being 
funded. 

One  of  those  yellow  dots  on  that  chart  is  Janet  Luke.  And  11 
days  ago,  I  stood  by  her  coffin.  She  is  a  young  nurse.  She  is  29 
years  old.  And  in  3  years  of  pain  and  suffering,  she  succumbed  to 
cancer.  Standing  by  her  coffin  was  her  little  son,  who  had  the  same 
look  in  his  eye  as  that  little  kid  in  that  iron  lung — bewilderment 
and  fear. 

PREPARED  STATEMENT 

And  I  will  tell  you,  we  can  do  better  than  that.  And  if  we  cannot 
get  four  bombers  in  this  war,  let  us  surrender.  And  I  think  we  can 
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do  it.  And  we  are  not  going  to  surrender.  And  we  are  going  to  do 
it  one  way  or  the  other. 

And  I  want  to  salute  you  three  Senators,  who  helped  us  do  it. 
You  have  all  sorts  of  good  ideas.  We  stand  behind  you.  We  will 
charge  up  that  hill  with  you.  I  swear  we  will. 

Thank  you  very  much. 

Senator  Specter.  Thank  you  very  much,  Dr.  Coffey.  Those 
charts — we  have  had  a  lot  of  charts  around  here.  I  have  not  seen 
one  more  impressive  than  the  161  cancer  deaths.  If  we  keep  talking 
too  long,  there  will  be  more. 

[The  statement  follows:] 

Prepared  Statement  of  Dr.  Donald  S.  Coffey 

As  a  young,  grade-school  student  in  Bristol  Virginia-Tennessee,  I  watched  in  hor- 
ror as  a  young  child,  who  was  locked  alive  in  a  metal,  mechanical  coffin,  struggled 
to  breathe  while  afflicted  with  poliomyelitis.  An  epidemic  of  polio  was  sweeping 
through  the  neighboring  city  of  Wythville,  Virginia.  We  all  stood  by,  helpless  and 
frightened,  as  this  unknown  killer  maimed  its  victims.  Our  national  leaders  rallied 
to  control  this  scourge,  but  they  did  not  know  how.  Neither  the  source  nor  the  iden- 
tity of  this  menace  was  known.  We  had  to  attack  polio  with  research;  it  was  our 
only  hope.  People  collected  donations  for  a  cure,  standing  on  street  corners  ringing 
bells.  Children  in  school  were  given  cards  in  which  to  place  their  dimes  in  rows? 
and  the  March  of  Dimes  was  initiated.  America  and  the  world  had  had  enough  of 
polio.  The  collected  research  funds  worked.  Fifty  years  later,  I  stood  in  Baltimore 
and  watched  dump  trucks  hauling  the  last  obsolete  and  unneeded  iron  lungs  off  to 
the  trash  dump.  A  tear  of  relief  and  of  pride  in  America  rolled  silently  down  my 
cheek  as  I  witnessed  the  end  of  polio — conquered  by  research. 

Earlier,  I  was  a  young  engineer,  working  in  military-related  research  with  the 
Westinghouse  Corporation  in  Baltimore.  In  October  1957,  we  awakened  to  the  star- 
tling news  that  the  then  feared  Russians  had  silently  invested  their  research  in 
space  and  had  beat  America  into  orbit.  To  catch  up  would  require  more  than  a 
march  of  dimes;  this  would  require  a  march  of  dollars.  We  got  it.  Almost  two  dec- 
ades later,  I  stood  in  the  Florida  night  and  watched  an  unimaginable  miracle  as  the 
United  States  launched  a  gigantic  scientific  marvel  carrying  American  astronauts 
and  a  car  to  drive  around  on  the  lunar  surface.  Was  this  a  great  country  or  what? 

Then,  in  1972,  we  launched  another  great  endeavor — a  War  on  Cancer.  President 
Nixon  pledged  the  full  resources  of  our  government  to  conquer  this  dreaded  disease. 
Unfortunately,  only  limited  research  funding  trickled  out  that  could  support  only  a 
small  skirmish,  and  not  a  real  war.  This  was  not  an  American-style  effort  to  go  to 
the  moon,  to  crack  the  atom,  or  to  fight  a  Gulf  War.  This  effort  could  only  support 
a  few  thousand  investigators  to  fight  only  a  limited  engagement.  Still,  six  cancers 
were  essentially  cured,  including  those  that  primarily  affect  young  people,  such  as 
leukemia  and  testicular  cancer.  However,  today  the  big  six  cancer  killers  (lung, 
breast,  colon,  prostate,  bladder,  and  brain  cancer)  continue  to  ravage  the  bodies  of 
their  victims.  Now,  25  years  after  this  country  pledged  to  go  to  war  against  cancer, 
one  half  of  all  American  men  and  one  third  of  all  American  women  will  be  stru  *k 
by  the  horror  of  being  diagnosed  with  cancer  during  their  lifetimes.  One  fourth  of 
all  Americans  will  one  day  die  from  this  most  unpleasant  and  painful  form  of  death. 
During  the  approximately  2Vz  hour  period  that  this  Senate  hearing  will  be  in  ses- 
sion, 161  Americans  will  die  from  cancer,  compared  with  11  who  will  die  from  AIDS 
and  7  who  will  be  murdered.  It  would  take  5  Boeing  747  jumbo  jets  crashing  every 
day  for  a  year  to  equal  the  half  million  Americans  who  die  each  year  from  cancer. 
This  number  of  cancer  deaths  per  year  exceeds  all  U.S.  combat  deaths  in  all  of  the 
wars  in  this  century.  This  carnage  on  our  people  from  cancer  must  stop,  and  it  will, 
because  of  research  funded  by  this  Congress.  In  the  past,  medical  research  has  con- 
quered the  pain  of  amputation,  surgery,  and  dental  procedures,  as  well  as  infectious 
diseases  such  as  typhoid  fever  and  pneumonia;  one  day,  medical  research  will  con- 
quer AIDS  and  cancer.  We  have  already  proved  that  we  can  cure  six  cancers 
through  medical  research;  now  it  is  tune  to  eradicate  the  other  major  cancers.  How- 
ever, this  will  be  slow  to  be  realized  at  the  current  funding  levels,  when  only  one 
penny  out  of  every  ten  tax  dollars  is  spent  to  research  this  tremendously  costly  dis- 
ease. If  we  doubled  our  effort  on  cancer  today,  it  would  still  cost  less  than  one-third 
of  our  space  effort  and  only  one-twentieth  of  the  cost  of  the  Gulf  War.  Taxpayers 
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are  far  more  endangered  by  a  "berserk"  cancer  cell  than  by  a  bullet  from  an  enemy, 
and  they  want  to  be  protected  against  cancer. 

As  a  scientist  at  Johns  Hopkins  University  who  has  dedicated  his  life's  effort  to 
cancer  research,  and  as  the  elected  President  of  the  American  Association  for  Can- 
cer Research  which  is  the  largest  organization  of  laboratory  and  clinical  cancer  in- 
vestigators in  the  world,  I  can  assure  you  that  exciting  scientific  opportunities 
abound.  No  one  can  predict  when  or  where  cures  or  successful  prevention  strategies 
will  originate,  but  all  agree  that  they  will  only  come  from  funding  a  large  base  of 
investigations.  At  present  the  cancer  research  cup  is  three-fourths  empty.  Of  every 
100  grants  approved  for  funding  after  critical  peer  review,  less  than  25  will  receive 
funding.  The  other  75  unfunded  projects  represent  lost  opportunity,  valuable  time 
in  the  fight  against  cancer,  and  more  lives  lost. 

On  April  26th,  I  stood  by  the  graveside  of  my  friend,  Janet  Luke,  a  young  nurse 
who  was  just  29  years  old  when  she  died  after  suffering  for  3  years  from  the  pain 
and  ravages  of  cancer.  By  her  coffin  stood  her  husband,  Markham,  who  is  in  train- 
ing as  a  physician-scientist,  and  her  3-year  old  son,  Matthew.  I  just  know  that  one 
can  do  better  than  this.  It  would  take  only  a  fraction  of  the  effort  that  got  Ameri- 
cans to  the  moon,  and  it  would  save  so  many.  We  have  had  enough  of  the  suffering 
and  death  from  cancer.  Together,  with  your  support  of  cancer  research,  we  can  con- 
quer cancer.  It  is  time  to  make  a  commitment  to  the  American  people  to  wage  a 
Real  War  on  Cancer.  Thank  you  for  listening  to  their  pleas  through  my  inadequate 
words. 

SUMMARY  STATEMENT  OF  ARNOLD  PALMER 

Senator  Specter.  It  is  a  special  pleasure  for  me  now  to  turn  to 
a  very  distinguished  American  and  a  distinguished  Pennsylvanian, 
Mr.  Arnold  Palmer,  an  immortal  in  the  golf  world.  They  brought 
the  statistics  up,  Arnie:  92  championships  in  professional  competi- 
tion, 61  of  those  in  the  USPGA  Tour,  4  Masters  Tournaments,  2 
British  Opens.  He  is  a  native  of  Latrobe,  PA.  He  is  a  father  of  a 
breast  cancer  survivor  and  someone  who  has  been  diagnosed  with 
prostate  cancer  himself  a  few  years  ago. 

Many  of  us  tried  to  persuade  Arnie  Palmer  to  run  for  Governor. 
I  am  just  glad  no  one  has  tried  to  persuade  him  to  run  for  Senator, 
at  least  not  my  seat.  [Laughter.] 

We  are  delighted  to  have  you  here,  Mr.  Palmer,  and  the  floor  is 
yours. 

Mr.  Palmer.  Thank  you,  Senator.  I  had  a  speech  here  that  was 
going  to  last  about  IV2  hours,  but  I  saw  I  was  only  allowed  3  to 
4  minutes,  so  I  will  make  it  very  quick. 

I  am  not  an  expert  in  cancer.  I  have  had.  I  know  how  it  feels. 
And  I  have  very  strongly  felt  that  we  have  people,  doctors,  and  re- 
searchers. And  if  you  gentlemen  can  find  the  moneys  to  fund  those 
researchers,  we  can  really  prevent  a  lot  of  the  cancers  that  are  hap- 
pening before  they  happen. 

I  have  a  lot  of  things  here.  I  was  going  to  talk  about  how  I  found 
out  about  cancer  and  how  I  found  out  I  had  it.  And  you  know  about 
those  things.  But  we  talk  about  PSA  and  we  talk  about  breast  can- 
cer and  all  the  cancers — and  we  are  together  and  we  want  this  to 
be  cured.  We  want  it  to  be  cured  before  it  happens.  And  I  think 
that  that  is  possible,  with  research. 

My  purpose  here  is  more  not  to  tell  you  about  cancer  and  not  to 
tell  you  that  what  I  know  about  it,  but  to  call  it  to  the  attention 
of  the  American  people.  And  if  I  can  do  that,  then  I  will  feel  like 
I  have  really  helped. 

I  was  taking  a  physical.  And  I  have  been  taking  physicals  for  35 
years.  And  the  doctors  have  been  fantastic.  And  at  one  point,  about 
2V2  years  ago,  they  said  that  my  PSA  was  rising.  Well,  let  me  just 
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say  something  about  PSA's.  I  went  to  the  Mayo  Clinic  to  be  oper- 
ated on  for  prostate  cancer.  And  the  doctor  told  me  the  night  before 
he  operated  on  me  that  if  it  had  not  been  for  the  PSA,  they  would 
not  be  operating  on  me  that  next  morning,  simply  because  the  digi- 
tal testing  was  not  satisfactory  and  they  would  have  not  known 
that  I  had  cancer  without  PSA  testing.  And,  of  course,  that  led  to 
further  screening  and  a  final  operation. 

So  I  cannot  get  into  the  facts  about  bombers  and  all  the  things, 
the  wars,  and  all  the  things  that  have  happened.  But  I  have  a  lot 
of  friends  that  have  had  cancer,  including  a  daughter.  And  I  will 
do  whatever  I  have  to  do  to  call  attention  to  research  and  further 
development  for  the  cure  of  cancers — and  I  would  like  to  say  that 
before  the  fact. 

PREPARED  STATEMENT 

And  I  have  been  told  by  doctors  who  I  have  talked  to  that  that 
is  very  possible,  with  the  dollars  for  research.  And  what  can  hap- 
pen is  something  that  I  would  just  like  to  see  it  happen. 

Thank  you. 

[The  statement  follows:] 

Prepared  Statement  of  Arnold  Palmer 

Mr.  Chairman  and  Members  of  the  Committee,  it  is  an  honor  for  me  to  testify 
today  before  this  group.  I  want  to  personally  thank  you  for  your  attention  to  the 
topic  of  cancer  and  your  support  for  research  that  can  save  the  lives  of  literally  mil- 
lions of  people. 

I  consider  myself  a  direct  beneficiary  of  progress  made  in  research  to  date.  Just 
a  few  short  months  ago,  when  I  arrived  from  Florida  for  the  PGA  Tour  Player 
Awards  Dinner  in  California,  I  had  a  message  to  call  my  wife,  Winnie,  who  is  here 
with  me  today  When  I  heard  Winnie's  voice,  I  knew  right  away — the  doctor  had  di- 
agnosed me  with  prostate  cancer. 

Five  days  later  I  was  operated  on  at  the  Mayo  Clinic.  My  surgery  coincided  with 
the  first  round  of  the  Bob  Hope  Chrysler  Classic — a  tournament  I  won  five  times 
over  the  years,  most  recently  in  1973.  From  the  moment  of  diagnosis,  I  was  deter- 
mined to  defeat  this  challenge  the  same  way  I  had  won  tournaments  in  the  past — 
facing  the  challenge  head  on. 

While  I  am  not  a  medical  man,  I  want  men  nationwide  to  understand  that  pros- 
tate cancer  is  not  a  death  sentence.  It's  not  the  end  of  life — not  even  the  end  of  golf. 
And  research  truly  is  the  key.  People  need  to  understand  the  possibilities  of  having 
cancer  and  the  great  possibility  of  cures  for  cancer. 

I  am  living  proof.  For  a  year  and  a  half  before  I  was  diagnosed,  I  knew  I  had 
a  high  level  of  risk  for  prostate  cancer  because  of  a  simple  blood  test  that  checks 
for  a  protein  that  is  an  indicator  of  the  disease.  This  test  called  a  PSA — Prostate 
Specific  Antigen — is  a  recent  research  discovery  that  can  alert  men  that  they  are 
at  risk  for  this  deadly  disease.  My  doctor  caught  my  cancer  early  because  of  better 
detection  methods — methods  that  were  not  available  to  men  just  a  few  short  years 
ago. 

But  this  test  is  not  perfect.  An  elevated  PSA  may  mean  cancer  is  growing,  or  it 
may  not  be  significant  at  all.  In  fact,  my  doctors  monitored  my  PSA  level  for  several 
months,  and  took  12  biopsies  before  diagnosing  me  with  prostate  cancer.  Clearly, 
we  need  more  research  to  give  doctors  better  detection  tools.  And  once  cancer  is  de- 
tected, we  need  more  research  to  help  us  better  understand  which  men  are  at  risk 
of  dying  from  prostate  cancer  and  which  may  not  need  treatment  at  all. 

Prostate  cancer  is  now  the  most  common  cancer  in  American  men.  This  year 
alone,  over  200,000  new  cases  of  prostate  cancer  will  be  diagnosed,  and  42,000  men 
will  die.  Current  studies  show  that  prostate  cancer  is  found  mainly  in  men  over  age 
55,  and  it  is  more  common  in  black  men  than  in  white  men.  But  doctors  cannot  ex- 
plain why  one  man  gets  prostate  cancer  and  another  does  not. 

Thanks  to  important  research  conducted  around  the  country,  men  today  have  bet- 
ter chances  of  having  this  disease  detected  and  treated  than  ever  before.  The  death 
rates  from  the  disease  are  already  going  down. 
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But  that  is  just  the  start.  Not  enough  is  known  about  prostate  cancer.  More  fund- 
ing for  cancer  research  is  desperately  needed  to  determine  which  treatments  are 
best  for  older  and  younger  men  and  men  in  "different  stages"  of  the  disease,  and 
to  identity  new  drugs  to  control  or  prevent  prostate  and  other  types  of  cancers. 

Now,  I  am  not  interested  in  being  a  hero  over  this  sort  of  thing.  But  my  daughter 
is  a  breast  cancer  survivor,  and  as  you  are  well  aware,  a  cure  for  prostate  cancer 
may  come  from  research  being  conducted  in  any  number  of  other  related  areas.  If 
I  can  help  raise  awareness  that  discoveries  in  cancer  research  are  and  will  continue 
to  improve  detection  methods,  treatment  options  and  the  general  quality  of  life  for 
men,  women,  and  children,  I  am  happy  to  do  that.  And  I  want  to  join  in  with  the 
other  witnesses  here  today  to  say  that  we  are  only  part  of  the  way  there.  I  am  not 
here  today  to  pit  one  cancer  against  another,  but  to  ask  you  to  provide  increased 
funding  for  the  whole  cancer  program. 

As  you  might  guess  after  being  operated  on  and  resting  for  several  weeks,  I  was 
real  anxious  to  return  to  the  golf  course.  And  I  am  happy  to  report  that  just  42  days 
after  my  surgery,  I  swung  my  first  golf  club.  Two  short  months  after  surgery  I  com- 
peted in  my  own  Bay  Hill  Invitational.  And  as  I  set  out  to  do  from  the  start,  on 
April  9, 1  played  my  43rd  consecutive  Masters. 

I  have  always  felt  that  on  the  golf  course  the  key  to  success  is  preparation  and 
persistence  plus  a  little  luck.  This  is  as  true  of  cancer  research  as  it  is  of  golf.  You 
have  in  your  hands  a  chance  to  support  more  research  and  more  clinical  trials  that 
will  increase  what  we  know  about  the  disease  and  save  millions  of  lives.  Increased 
funding  for  all  cancer  research  is  truly  the  key,  and  I  urge  you  to  provide  it. 

CANCER  SURVIVOR 

Senator  SPECTER.  Well,  thank  you  very  much,  Mr.  Palmer.  Your 
presence  here  today  is  very  significant.  Americans  pay  particular 
attention  to  our  heroes.  And  when  it  comes  from  Arnie  Palmer,  a 
lot  of  people  will  listen  to  it.  So  we  thank  you  for  joining  us. 

Mr.  Palmer.  Well,  if  you  saw  the  mail  that  I  received,  you  would 
not  believe  it. 

Senator  Specter.  No;  I  would  believe  it. 

Mr.  Palmer.  It  was  fantastic.  I  had  one  that  I  will  relate  to  you. 
This  is  a  little  off  the  subject,  but  it  is  on  the  subject.  I  had  a  letter 
from  an  older  man.  And  he  said  that  he  had  gone  through  the  same 
thing  that  I  had  and  that  he  was  doing  very  well  and  he  was  play- 
ing golf  again.  And  he  said  that  the  only  thing  that  he  had  noticed 
was  that  his  sex  life  was  not  the  same  as  it  was  before.  He  said, 
but  it  is  good  enough.  He  says,  it  is  not  bad  for  an  88-year-old. 
[Laughter.] 

Senator  Specter.  I  think  probably  Mr.  Palmer  only  you  could  get 
away  with  that.  [Laughter.] 

SUMMARY  STATEMENT  OF  AMY  LANGER 

Now  I  want  to  turn  to  Ms.  Amy  Langer,  executive  director  of  the 
National  Alliance  of  Breast  Cancer  Organizations.  She  is  a  12-year 
breast  cancer  survivor  and  serves  as  a  lay  member  of  the  Board  of 
Scientific  Advisers  of  the  National  Cancer  Institute.  We  welcome 
you  here,  Ms.  Langer,  and  the  floor  is  yours. 

Ms.  Langer.  Thank  you  very  much,  Mr.  Chairman,  for  your  at- 
tention to  this  issue,  and  for  the  actions  we  are  very  hopeful  you 
will  take. 

You  have  started  my  remarks  for  me.  I  am  a  12-year  breast  can- 
cer survivor,  and  it  is  my  privilege  to  appear  here  before  you  with 
these  expert  colleagues  and  also  to  introduce  Toni  Shaheen,  a  fel- 
low breast  cancer  survivor  who  is  here  today  to  speak  from  the 
heart. 
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As  I  am  sure  you  know,  usually  my  role  is  limited  to  breast  can- 
cer issues,  but  today  those  issues  form  a  part  of  a  larger  problem 
that  you  have  the  tools  to  repair.  The  many  mysteries  yet  to  be  un- 
raveled about  how  cancer  works  and  how  it  chooses  its  enemies  are 
exemplified  by  breast  cancer,  a  single  disease  among  hundreds  of 
cancers  but  the  most  common  form  of  cancer  in  women  in  this 
country. 

Because  of  America's  familiarity  with  and  fear  of  this  disease, 
when  women  become  breast  cancer  patients  they  are  astonished 
that  many  vast  questions  remain  unanswered,  among  them  how 
soon  will  we  know  how  to  prevent  breast  cancer?  So  far,  prevention 
research  is  still  in  progress,  stalled,  undernourished,  or  the  source 
of  conflicting  information. 

When  will  we  have  true  early  detection?  We  cannot  yet  diagnose 
breast  cancer  cells  gone  wrong  until  they  cluster  in  billions,  form- 
ing masses  big  enough  to  image  but  also  to  spread  and  kill. 

When  can  we  design  the  right  treatment  for  each  patient?  As 
good  as  many  breast  cancer  treatments  are,  we  still  cannot  predict 
which  patients  should  receive  what  treatments  or  how  much  of 
them,  so  that  thousands  of  women  are  routinely  overtreated  with 
drugs  they  do  not  need,  and  others  live  unprotected,  their  cancers 
ready  to  resume  control. 

And  can  we  ever  promise  a  certain  cure?  Although  an  increasing 
portion  of  breast  cancer  survivors  remain  cancer  free,  physicians 
cannot  honestly  reassure  us  that  we  can  take  a  deep  breath,  have 
our  families,  make  our  plans,  smell  the  roses  without  the  constant 
counterpoint  of  cancer  that  could  return. 

You  have  heard  today  what  I  feel,  too.  We  need  a  shift  in  na- 
tional values,  a  reaffirmation  and  an  unwavering  commitment  to 
bring  resources  to  the  fight  against  breast  cancer,  and  we  need  in- 
creased funding  for  basic  and  clinical  research  and  all  cancers,  and 
a  plan  to  prioritize  transitional  activities  that  will  have  an  imme- 
diate impact  on  prevention  and  treatment. 

We  need  a  scientific  environment  that  attracts  the  best  minds 
and  nurtures  their  explorations.  We  need  science  to  be  responsive 
to  priorities  of  cancer  patients  and  survivors,  their  needs,  percep- 
tions, hopes,  and  fears. 

Ms.  Shaheen  captures  this  paradox,  a  strong  and  admirable 
woman  who  is  cancer-free  because  of  advances  in  treatment  but  not 
worry-free,  because  research  has  not  advanced  enough.  I  am  hon- 
ored to  introduce  Toni  Shaheen. 

SUMMARY  STATEMENT  OF  TONI  SHAHEEN 

Senator  Specter.  We  welcome  you  here,  Ms.  Shaheen.  You,  too, 
are  a  breast  cancer  survivor,  cancer-free,  according  to  the  informa- 
tion provided  to  me,  for  6  months  after  and  during  a  lumpectomy, 
lymph  node  removal,  radiation  and  hormonal  treatments,  and  sub- 
sequently stem  cell  transplants.  Quite  a  sequence. 

Unfortunately,  according  to  what  I  have  learned  here  you  lost 
your  identical  twin  sister,  Regina,  through  breast  cancer  in  1966, 
and  you  are  an  outstanding  advocate,  and  we  welcome  you  here 
and  look  forward  to  your  testimony. 

Ms.  Shaheen.  It  is  an  honor  for  me  to  testify  here  today  with 
the  other  supporters  of  Friends  of  Cancer  Research. 
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The  best  way  for  me  to  express  the  importance  of  cancer  research 
is  to  share  with  you  my  family's  experience  with  cancer.  My  first 
encounter  with  this  disease  began  in  1989  when  my  identical  twin 
sister  Jeannie  was  diagnosed  with  breast  cancer.  She  was  36  years 
old.  Her  initial  treatment  at  the  time  was  a  lumpectomy  followed 
by  radiation  and  mild  chemotherapy. 

Just  2  years  later,  in  1991  I  was  also  diagnosed  with  breast  can- 
cer, but  in  those  2  years  clinical  research  had  opened  up  new  proto- 
cols for  women  diagnosed  with  breast  cancer.  I  had  a  lumpectomy 
and  lymph  node  removal  followed  by  radiation  without  chemo- 
therapy. Subsequent  to  the  radiation  treatment  I  received  various 
hormonal  treatments. 

About  the  same  time  my  sister,  Jeannie,  found  a  second  tumor 
in  her  other  breast,  and  she  had  another  lumpectomy,  lymph  node 
removal  and  radiation.  Chemotherapy  followed,  and  over  the  course 
of  the  next  4Vfe  years  Jeannie  was  continually  on  and  off  chemo- 
therapy. 

In  October  1994  on  the  advice  of  her  doctors,  Jeannie  began  an 
even  more  aggressive  approach,  a  regimen  of  high  dosage  chemo- 
therapy and  a  bone  marrow  transplant. 

Being  twins,  my  sister  and  I  were  very  close,  and  I  found  it  dev- 
astating to  see  her  undergo  the  effects  of  the  high  dosage  chemo- 
therapy. It  was  evident  to  me  that  research  was  needed  to  make 
lifesaving  treatments  less  toxic  and  painful  for  patients. 

At  that  time,  I  told  my  husband  that  I  would  never  have  that 
done,  that  I  am  not  as  strong  as  Jeannie.  In  January  1996  how- 
ever, we  realized  that  various  hormonal  treatments  I  had  been  tak- 
ing were  not  effective,  and  my  doctor  had  recommended  more  ag- 
gressive therapy  for  me  also.  My  options  were  to  begin  traditional 
chemotherapy  regimen  or  to  begin  high  dose  chemotherapy  com- 
bined with  a  new  treatment,  a  peripheral  stem  cell  transplant, 
which  was  a  much  less  risky  procedure  than  a  bone  marrow  trans- 
plant. 

Having  seen  what  my  twin  sister  had  gone  through,  I  did  not 
think  I  could  do  the  high  dosage  chemotherapy,  or  high  dosage 
treatment.  With  her  encouragement  and  support,  however,  I  start- 
ed my  preparation  for  the  high  dosage  chemotherapy  in  February 
1996.  I  was  still  in  the  early  stages  of  my  treatment  when  Jeannie 
died  in  May  1996.  She  was  only  42  years  old. 

In  the  summer  of  1996  I  began  the  stem  cell  harvesting  process. 
This  was  followed  by  three  different  cycles  of  high  dosage  chemo- 
therapy treatment  and  the  stem  cell  transplants.  I  was  released 
from  Columbia  Presbyterian  Hospital  following  my  third  cycle  of 
high  dosage  chemotherapy  on  November  8,  1996. 

To  my  surprise  the  stem  cell  transplant  program  was  not  nearly 
as  harsh  for  me  as  the  bone  marrow  transplant  had  been  for  my 
sister  just  2  years  earlier.  Within  those  2  short  years,  the  advances 
made  in  breast  cancer  treatment,  which  were  made  possible  by 
cancer  research,  meant  a  great  deal  to  me. 

I  rebounded  quicker  after  the  stem  cell  transplant  and  was  home 
sooner  from  the  hospital  than  would  have  been  possible  with  a 
bone  marrow  transplant,  but  the  treatment  was  still  devastating  to 
my  physical  well-being.  I  look  forward  to  the  day  when  cancer 


43 


treatment  will  not  subject  a  person  to  the  rigors  of  chemotherapy, 
a  day  that  I  truly  hope  is  not  too  distant  in  the  future. 

I  have  a  32-year-old  sister  and  a  14-year-old  daughter,  both  of 
whom  have  seen  what  my  twin  sister  and  I  have  gone  through,  and 
I  would  love  to  live  to  see  the  day  when  advances  in  cancer  treat- 
ment reach  the  point  that  neither  my  sister  nor  daughter  will  ever 
have  to  deal  with  this  disease. 

I  remain  optimistic  that  with  continued  research  if  I  ever  have 
a  relapse  there  will  be  something  new  for  me.  I  am  presently  tak- 
ing a  drug  which  has  had  some  success  in  treating  osteoporosis  and 
which  may  also  be  beneficial  in  preventing  bone  metastasis.  This 
drug  and  many  other  new  drugs  presently  being  tested  were  not 
available  for  my  sister  just  a  few  short  years  ago,  so  as  you  can 
see  we  are  moving  forward,  but  it  can  never  be  too  fast  for  me  and 
for  others  like  me. 

Being  able  to  testify  before  you  on  this  particular  day  is  very  spe- 
cial for  me,  for  tomorrow  is  the  first  anniversary  of  the  day  we  laid 
my  sister  to  rest.  It  is  not  easy,  losing  someone  you  love  to  this  dis- 
ease, and  it  is  especially  difficult  for  my  parents. 

PREPARED  STATEMENT 

I  do  not  want  my  family  to  have  to  go  through  this  again,  and 
that  is  why  I  will  be  speaking  out  for  the  need  for  cancer  research 
for  as  long  as  it  takes  to  conquer  this  disease.  I  believe  that  we  are 
at  a  point  in  time  that  we  are  very  close  to  conquering  this  disease. 
That  is  why  I  am  asking  the  Senate  to  at  the  very  least  double  the 
budget  for  cancer  research  over  the  next  5  years. 

Thank  you. 

Senator  Specter.  Thank  you  very  much,  Ms.  Shaheen,  for  that 
very  moving  testimony. 
[The  statement  follows:] 

Prepared  Statement  of  Toni  M.  Shaheen 

It  is  an  honor  for  me  to  testify  here  today.  The  best  way  for  me  to  express  the 
importance  of  cancer  research  is  to  share  with  you  my  family's  experiences  with  can- 
cer. My  first  encounter  with  this  disease  began  in  1989  when  my  identical  twin  sis- 
ter, Jeanne,  was  diagnosed  with  breast  cancer.  She  was  36  years  old.  Her  initial 
treatment  at  that  time  was  a  lumpectomy,  followed  by  radiation  and  mild  chemo- 
therapy. 

Just  two  years  later,  in  1991,  I  was  also  diagnosed  with  breast  cancer,  but  in 
those  2  years,  clinical  research  had  opened  up  new  protocols  for  women  diagnosed 
with  breast  cancer.  I  had  a  lumpectomy  and  lymph  node  removal,  followed  by  radi- 
ation, without  chemotherapy.  Subsequent  to  the  radiation  treatment,  I  received  var- 
ious hormonal  treatments. 

At  about  the  same  time,  my  sister,  Jeanne,  found  a  second  tumor  in  her  other 
breast.  She  had  another  lumpectomy,  lymph  node  removal  and  radiation.  Chemo- 
therapy followed,  and  over  the  course  of  the  next  four  and  one  half  years  Jeanne 
was  continually  on  and  off  chemotherapy.  In  October  1994  on  the  advice  of  her  doc- 
tors Jeanne  began  an  even  more  aggressive  approach,  a  regimen  of  high  dosage 
chemotherapy  and  a  bone  marrow  transplant. 

Being  twins,  my  sister  and  I  were  very  close,  and  I  found  it  devastating  to  see 
her  undergoing  the  effects  of  the  high  dosage  chemotherapy  treatment  It  was  evi- 
dent to  me  that  research  was  needed  to  make  life  saving  treatments  less  toxic  and 
painful  for  patients.  At  that  time  I  told  my  husband:  "I  will  never  have  that  done. 
I  am  not  as  strong  as  Jeanne." 

In  January  1996,  however,  we  realized  that  the  various  hormonal  treatments  I 
had  been  taking  were  not  effective.  My  doctor  recommended  more  aggressive  ther- 
apy for  me  also. 
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My  options  were  to  begin  a  traditional  chemotherapy  regimen,  or  to  begin  high 
dosage  chemotherapy  with  a  new  treatment — a  peripheral  stem  cell  transplant, 
which  was  a  much  less  risky  procedure  than  a  bone  marrow  transplant.  Having 
seen  what  my  twin  sister  had  gone  through  I  did  not  think  I  could  do  the  high  dos- 
age treatment.  With  her  encouragement  and  support,  however,  I  started  my  prepa- 
ration for  the  high  dosage  chemotherapy  in  February  1996.  I  was  still  in  the  early 
stages  of  my  treatment  when  Jeanne  died  in  May  1996.  She  was  only  42  years  old. 

In  the  summer  of  1961  began  the  stem  cell  harvesting  process.  This  was  followed 
by  three  different  cycles  of  high  dosage  chemotherapy  treatment  and  stem  cell 
transplants.  I  was  released  from  Columbia  Presbyterian  Hospital  following  my  third 
cycle  of  high  dosage  chemotherapy  on  November  8,  19S6.  To  my  surprise,  the  stem 
cell  transplant  program  was  not  nearly  as  harsh  for  me  as  the  bone  marrow  trans- 
plant had  been  for  my  sister  just  two  years  earlier.  Within  those  two  short  years, 
the  advances  made  in  breast  cancer  treatment,  which  were  made  possible  by  cancer 
research,  meant  a  great  deal  to  me.  I  rebounded  quicker  after  the  stem  cell  trans- 
plant, and  was  home  sooner  from  the  hospital,  than  would  have  been  possible  with 
a  bone  marrow  transplant.  But  the  treatment  was  still  devastating  to  my  physical 
well  being.  I  look  forward  to  the  day  when  cancer  treatment  will  not  subject  a  per- 
son to  the  rigors  of  chemotherapy,  a  day  that  I  truly  hope  is  not  too  distant  in  the 
future.  I  have  a  31  year  old  sister,  and  a  fourteen  year  old  daughter,  both  of  whom 
have  seen  what  my  twin  sister  and  I  have  gone  through.  I  would  love  to  live  to  see 
the  day  when  advances  in  cancer  treatment  reach  the  point  that  neither  my  sister 
nor  daughter  will  ever  have  to  deal  with  this  disease. 

I  remain  optimistic  that  with  continued  research,  if  I  ever  have  a  relapse  there 
will  be  something  new  for  me.  I  am  presently  taking  a  drug  which  has  had  some 
success  in  treating  osteoporosis,  and  which  may  also  be  beneficial  in  preventing 
bone  metastasis.  This  drug,  and  many  other  new  drugs  presently  being  tested,  were 
not  available  for  my  sister  just  a  few  short  years  ago.  So,  as  you  can  see,  we  are 
moving  forward,  but  it  can  never  be  too  fast  for  me,  and  for  others  like  me. 

Being  able  to  testify  before  you  on  this  particular  day  is  very  special  to  me,  for 
tomorrow  is  the  first  anniversary  of  the  day  we  laid  my  sister  to  rest.  It  is  not  easy 
losing  someone  you  love  to  this  disease,  and  it  was  especially  difficult  for  my  par- 
ents. I  do  not  want  my  family  to  have  to  go  though  this  again.  That  is  why  I  will 
be  speaking  out  on  the  need  for  cancer  research  for  as  long  as  it  takes  to  conquer 
this  disease. 

SUMMARY  STATEMENT  OF  DR.  KEITH  BLACK 

Senator  SPECTER.  We  turn  now  to  Dr.  Keith  Black,  professor  in 
the  Department  of  Surgery,  Division  of  Neurosurgery  at  the  Uni- 
versity of  California  at  Los  Angeles.  He  has  served  as  UCLA's  head 
of  neurosurgical  oncology.  He  is  now  codirector  of  the  comprehen- 
sive brain  tumor  program  on  the  Brain  Committee  for  the  South- 
west Oncology  Group  and  National  Clinical  Research  Group,  and 
he  is  a  member  of  the  Board  of  Scientific  Councils  for  the  National 
Institute  of  Neurological  Disorders  and  Stroke  at  NIH. 

Welcome,  Dr.  Black.  We  look  forward  to  your  testimony. 

Dr.  Black.  Thank  you,  Senator  Specter,  distinguished  Senators. 
Let  me  first  express  my  gratitude  for  the  opportunity  to  testify  be- 
fore your  prestigious  committee. 

As  a  physician  specializing  in  the  treatment  of  cancer  I  know  of 
no  disease  that  can  strike  a  patient  more  tragically  than  cancer. 
However,  I  can  tell  you  with  absolute  certainty  that  the  medical 
and  scientific  communities  are  on  the  verge  of  major  breakthroughs 
in  our  ability  to  control  this  dreadful  disease. 

Unfortunately,  I  can  also  tell  you  with  absolute  certainty  that 
tens  of  thousands  of  Americans  will  die  because  critical  research 
remains  unfunded,  slowing  the  development  of  new  lifesaving 
treatments  by  years. 

Never  in  the  history  of  mankind  have  we  had  such  an  oppor- 
tunity in  medicine.  We  are  literally  witnessing  an  explosion  in  our 
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understanding  of  cancer.  Every  week,  new  genes  which  regulate 
the  process  of  cancer  are  being  discovered. 

We  now  have  an  incredible  knowledge  of  what  regulates  cancer, 
what  makes  a  cancer  cell  a  cancer  cell,  what  cancer  cells  need  to 
thrive,  what  signals  cancer  cells  to  self-destruct  and  die.  We  also 
have  a  remarkable  ability  now  to  manipulate  genes  within  cells,  to 
actually  direct  cells  to  do  what  we  want  them  to  do. 

This  combination  of  increased  knowledge  and  powerful  new  tech- 
niques to  manipulate  cells  provides  opportunities  we  could  only 
dream  of  just  a  few  years  ago.  Let  me  give  you  just  one  example 
of  how  we  are  now  using  this  new  knowledge. 

I  specialize  in  the  treatment  of  malignant  brain  tumors.  The 
most  common  brain  tumor,  the  malignant  glioma,  is  responsible  for 
15,000  deaths  in  the  United  States  each  year.  The  median  survival 
time  from  diagnosis  to  death  without  treatment  is  12  to  16  weeks. 
With  conventional  cancer  treatments,  including  surgery,  radiation 
therapy,  and  chemotherapy,  the  median  survival  is  38  weeks. 

Because  of  new  research  findings  we  now  know  that  malignant 
brain  tumors  are  able  to  grow  and  escape  destruction  by  our  im- 
mune system  because  they  release  a  protein  that  turns  off  the  im- 
mune system.  This  protein  is  called  TGF  beta. 

We  were  able  to  take  tumor  cells  and  genetically  engineer  the 
cells  in  our  laboratory  so  that  they  could  no  longer  make  TGF  beta, 
thereby  uncloaking  these  tumor  cells  to  the  immune  system. 

We  showed  in  laboratory  experiments  that  rats  with  untreated 
brain  tumors  all  died  within  25  days.  However,  rats  treated  with 
the  genetically  modified  vaccine  all  survived.  Rats  given  the  vac- 
cine were  able  to  develop  immunity  against  their  cancers  and  com- 
pletely eradicate  the  tumors. 

Based  on  these  studies,  we  now  have  a  clinical  trial  where  tumor 
cells  are  removed  during  surgery,  genetically  engineered,  then  re- 
injected into  patients  with  brain  cancer.  Some  6  weeks  ago,  we 
treated  our  first  patient  with  the  vaccine,  a  36-year-old  man  with 
three  children  whose  brain  tumor  was  growing  despite  two  sur- 
geries and  radiation  therapy.  His  tumor  appears  to  have  stabilized 
now  after  the  first  vaccine  injection. 

This  is  just  one  of  literally  hundreds  of  novel  approaches  now 
being  developed  for  the  treatment  of  cancer.  When  plans  to  start 
this  clinical  trial  were  first  announced  a  year  ago,  my  office  re- 
ceived over  2,000  phone  calls,  faxes  and  e-mails  from  desperate  pa- 
tients hoping  to  participate  in  this  trial  because  they  had  failed 
conventional  treatments. 

Due  in  part  to  limited  funding  the  trial  could  start  only  6  weeks 
ago,  I  would  venture  that  most  of  the  patients  who  called  my  office 
have  now  died.  Even  with  the  study  underway,  only  12  patients 
can  be  entered  into  the  trial  out  of  potentially  thousands  who  could 
be  treated.  This  is  the  painful  reality,  knowing  that  our  patients 
will  die  because  our  country  has  not  made  cancer  research  a  higher 
priority. 

PREPARED  STATEMENT 

Our  national  budget  for  cancer  research  should  be  twice  current 
funding  levels.  We  no  longer  wonder  if  we  will  find  a  cure  for  can- 
cer, but  when.  America  has  an  incredible  opportunity  to  conquer 
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this  deadly  disease.  Increasing  funds  for  cancer  research  now  could 
accelerate  this  process  by  years,  saving  tens  of  thousands  of  Amer- 
ican lives. 
Thank  you. 

Senator  Specter.  Thank  you  very  much,  Dr.  Black.  I  will  have 
a  question  for  you  when  the  dialog  begins. 
[The  statement  follows:] 

Prepared  Statement  of  Keith  L.  Black,  M.D. 

Senator  Specter  and  distinguished  Senators,  let  me  first  express  my  gratitude  for 
the  opportunity  to  testify  before  your  prestigious  committee. 

As  a  physician  specializing  in  the  treatment  of  cancer,  I  have  had  to  watch  hun- 
dreds of  patients  die  from  cancer  because  current  treatments  have  limited  benefit. 
I  know  of  no  disease  that  can  strike  a  patient  more  tragically  than  cancer.  However, 
I  can  tell  you  with  absolute  certainty  that  the  medical  and  scientific  community  are 
on  the  verge  of  major  breakthroughs  in  our  ability  to  control  this  dreadful  disease. 
Unfortunately,  I  can  also  tell  you  with  absolute  certainty  that  tens  of  thousands  of 
Americans  will  die  because  critical  research  remains  unfunded  or  underfunded, 
slowing  the  development  of  new  lifesaving  treatments  by  years. 

Never  in  the  history  of  mankind  have  we  had  such  an  opportunity  in  medicine. 
We  are  literally  witnessing  an  explosion  in  our  understanding  of  cancer.  Every 
week,  new  genes  which  regulate  the  process  of  cancer  are  being  discovered.  We  now 
have  an  incredible  knowledge  of  cancer,  what  makes  a  cancer  cell  a  cancer  cell, 
what  cancer  cells  need  to  thrive,  and  what  signals  cancer  cells  to  self-destruct  and 
die.  With  more  research  our  knowledge  will  be  even  greater.  We  also  now  have  the 
remarkable  ability  to  manipulate  genes  within  cells,  to  actually  direct  cells  to  do 
what  he  want  them  to  do.  This  process,  one  of  many  new  treatments  we  now  have, 
is  called  Gene  Therapy. 

This  combination  of  increased  knowledge  and  powerful  new  techniques  to  manipu- 
late cells  provides  opportunities  we  could  only  dream  of  just  5  years  ago.  Let  me 
give  you  just  one  example  of  how  we  are  now  using  this  new  knowledge:  I  specialize 
in  the  treatment  of  malignant  brain  tumors.  The  most  common  brain  tumor,  the 
malignant  glioma  is  responsible  for  15,000  deaths  in  the  United  States  each  year. 
The  median  survival  time  from  diagnosis  to  death  without  treatment  is  12  to  16 
weeks.  With  conventional  cancer  treatments,  including  surgery,  radiation,  and 
chemotherapy,  the  median  survival  is  38  weeks. 

Because  of  new  research  findings,  we  now  know  that  malignant  brain  tumors  are 
able  to  grow  in  the  brain  and  escape  destruction  by  our  immune  system  because 
they  release  a  protein  into  the  brain  which  suppresses  or  "turns  ofT  the  immune 
system.  This  protein  is  called  Transforming  Growth  Factor  Beta,  (TGFb). 

We  are  able  to  take  tumor  cells  and  genetically  engineer  them  in  our  lab  so  that 
they  can  no  longer  make  TGFb,  thereby  uncloaking  these  tumor  cells  to  the  immune 
system.  We've  shown  in  lab  experiments  that  rats  with  untreated  brain  tumors  all 
died.  However,  rats  with  brain  tumors  treated  with  the  genetically  modified  vaccine 
all  survived.  We  found  that  rats  given  the  vaccine  were  able  to  develop  immunity 
against  these  tumors  and  their  brain  cancer  was  completely  eradicated.  Based  on 
these  studies,  we  now  have  a  clinical  trial  where  tumor  cells  are  removed  from  pa- 
tients during  surgery,  genetically  engineered  to  make  a  cancer  vaccine,  and  then  re- 
injected into  patients  with  brain  cancer. 

Six  weeks  we  treated  the  first  patient  with  the  vaccine,  a  36-year-old  man  with 
three  young  children  whose  brain  tumor  was  growing,  despite  two  brain  surgeries 
and  radiation  therapy.  His  tumor  appeared  to  have  stabilized  after  his  first  vaccine 
injection. 

This  is  just  one  of  literally  hundreds  of  novel  approaches  now  under  development 
for  the  treatment  of  cancer.  When  plans  to  start  this  experimental  trial  were  first 
announced  a  year  ago,  my  office  received  over  2,000  phone  calls,  faxes,  and  e-mails 
from  desperate  patients  hoping  to  participate  in  this  trial  because  they  had  failed 
conventional  treatments.  Due  partially  to  limited  funding  the  trial  started  just  6 
weeks  ago.  I  would  venture  that  most  of  the  patients  who  called  my  office  have  now 
died.  Even  with  the  study  underway,  only  12  patients  can  be  entered  into  the  trial, 
out  of  potentially  thousands  who  could  be  treated.  This  is  the  most  painful  reality, 
knowing  that  our  patients  will  die  because  our  country  has  not  made  cancer  re- 
search a  higher  priority. 

To  continue  rapid  progress  requires  increased  funding  for  not  only  basic  research 
to  continue  our  understanding  of  cancer,  but  also  for  the  translation  of  research  into 
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clinical  trials  for  patient  care.  Our  national  budget  for  cancer  research  should  be 
at  least  twice  the  current  funding  levels.  We  no  longer  wonder  if  we  will  find  a  cure 
for  cancer  but  when.  America  has  an  incredible  opportunity  to  conquer  this  deadly 
disease.  Increasing  funds  for  cancer  research  could  now  accelerate  by  years  the  de- 
velopment of  new  and  more  effective  treatments  for  cancer,  literally  saving  tens  of 
thousands  of  American  lives. 
Thank  you. 

SUMMARY  STATEMENT  OF  DR.  CHARLES  A.  COLTMAN,  JR. 

Senator  Specter.  We  now  turn  to  our  final  witness,  Dr.  Charles 
Coltman,  president  and  CEO  of  the  Cancer  Therapy  and  Research 
Foundation  of  Southwest  Texas,  as  well  as  director  of  the  San  An- 
tonio Cancer  Institute  and  chairman  of  the  Southwest  Oncology 
Group. 

He  is  a  graduate  of  the  University  of  Pittsburgh  School  of  Medi- 
cine, and  now  is  a  professor  at  the  University  of  Texas  Health 
Science  Center  at  San  Antonio.  We  welcome  you  here,  Dr.  Coltman, 
and  look  forward  to  your  testimony. 

Dr.  Coltman.  Senator  Specter,  honorable  members  of  the  com- 
mittee, it  is  my  high  privilege  to  speak  on  behalf  of  the  subject 
near  and  dear  to  my  heart.  I  have  been  in  the  care  of  patients  with 
cancer  and  in  cancer  clinical  trials  for  the  past  34  years. 

I  chair  the  Southwest  Oncology  Group,  the  largest  National  Can- 
cer Institute-supported  clinical  cancer  research  organization  in  the 
country.  In  1996,  this  group  enrolled  6,359  patients  to  therapeutic 
cancer  research  clinical  trials  from  all  50  States  and  completed 
randomization  of  18,867  normal,  healthy  men  into  an  intergroup 
prostate  cancer  prevention  triaL 

Clinical  trials  are  always  designed  to  improve  the  outcomes  of 
patients  with  cancer.  However,  only  2  to  3  percent  of  all  eligible  pa- 
tients in  this  country  are  treated  on  these  cutting-edge  clinical 
trials.  It  is  clear  that  this  number  must  increase  dramatically  in 
order  for  us  to  be  able  to  translate  the  monumental  advances  ema- 
nating from  the  basic  research  laboratories  into  effective  diagnosis, 
prevention  and  treatment  strategies  for  patients  with  and  at  high 
risk  for  cancer. 

This  low  accrual  is  related  to  multiple  factors.  First,  managed 
care  has  a  negative  impact  related  to  its  refusal  to  reimburse  for 
the  clinical  care  aspects  of  patients  on  cancer  clinical  trials.  During 
my  presentation  to  the  President's  cancer  panel  in  San  Antonio  in 
September  I  shared  three  thoughts  as  to  what  the  panel  should  be 
asking  as  they  pursued  the  question  of  managed  care's  role  in  the 
war  on  cancer: 

Should  managed  care  bear  a  portion  of  the  cost  of  clinical  re- 
search as  a  form  of  R&D? 

What  State  or  Federal  legislation  is  needed  to  assure  that  man- 
aged care  patients  have  access  to  cancer  clinical  research? 

Will  there  be  any  future  for  cancer  clinical  research  when  the 
managed  care  tidal  wave  finally  reaches  Chicago  and  New  York? 

The  NCI-Department  of  Defense  and  the  NCI-Department  of  Vet- 
erans Affairs  interagency  agreements  are  superb  models  of  what 
jieeds  to  be  done  for  the  rest  of  managed  care. 

Second,  the  Southwest  Oncology  Group  is  outstripping  its  finan- 
cial support  at  its  current  rate  of  accrual.  Even  if  the  managed  care 
problem  were  resolved,  there  must  be  more  money  to  support  clini- 
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cal  research  to  translate  this  plethora  of  science  into  patients  with 
cancer. 

As  director  of  the  San  Antonio  Cancer  Institute,  an  NCI-des- 
ignated comprehensive  cancer  center  in  San  Antonio,  recently  one 
of  my  investigators  had  an  astonishingly  productive  breast  cancer 
program  project  grant  which  received  a  priority  score  of  one  point 
below  the  line.  While  this  grant  will  undoubtedly  be  funded  by  ex- 
ception, it  is  representative  of  a  nationwide  problem  of  insufficient 
funds  to  support  truly  outstanding  research. 

The  following  is  a  quote  from  another  cancer  director  who,  like 
me,  is  also  cooperative  group  chairman: 

Breakthrough 

We  never  know  where  the  next  breakthrough  will  come  from.  Every  time  we  dis- 
cover a  new  gene  we  also  have  a  new  marker  for  early  diagnosis,  a  new  predictor 
of  response  to  therapy,  a  new  target  for  chemo  prevention  as  well  as  for  cancer 
treatment. 

Every  discovery  in  a  cancer  center  provides  fuel  for  the  cooperative  group  program 
and  requires  affirmation  in  large  clinical  trials.  Thus,  the  universe  of  cancer  re- 
search is  a  continuum,  where  improved  funding  for  any  of  it  impacts  all  of  it,  and 
improved  funding  for  all  of  it  will  hasten  the  pace  of  discovery  throughout. 

PREPARED  STATEMENT 

Finally,  I  would  like  to  paraphrase  a  futurist  that  I  recently 
heard:  The  present  is  obsolete.  The  future  has  already  been  discov- 
ered in  the  laboratories  of  molecular  biologists  throughout  this 
country.  We  must  search  among  those  discoveries  for  the  keys  to 
cancer  cures. 

We  are  confronted  with  insurmountable  opportunities.  These  new 
tools  will  change  the  rules  of  the  game.  We  should  not  manage 
change.  We  should  love  change.  We  should  make  change  our  best 
friend,  as  all  those  involved  in  cancer  research  and  Congress  must 
do  every  day. 

Thank  you  for  your  attention. 

[The  statement  follows:] 

Prepared  Statement  of  Charles  A.  Coltman,  Jr.,  M.D. 

Senator  Specter,  honorable  Members  of  the  Committee,  is  my  high  privilege  to 
speak  on  behalf  of  a  subject  near  and  dear  to  my  heart.  I  have  been  involved  in 
the  care  of  patients  with  cancer  and  in  cancer  clinical  trials  for  the  past  34  years. 

I  chair  the  Southwest  Oncology  Group,  the  largest  National  Cancer  Institute-sup- 
ported cancer  clinical  research  organization.  In  1996,  this  Group  enrolled  6,359  pa- 
tients to  therapeutic  cancer  clinical  trials  from  all  50  states  (Appendix  1),  and  com- 
pleted the  randomization  of  18,867  normal,  healthy  men  into  the  intergroup  Pros- 
tate Cancer  Prevention  Trial. 

Cancer  clinical  trials  are  always  designed  to  improve  the  outcomes  of  cancer  pa- 
tients. However,  only  2  to  3  percent  of  all  eligible  cancer  patients  in  this  country 
are  treated  on  these  cutting  edge  trials.  It  is  clear  that  this  number  must  increase 
dramatically  in  order  for  us  to  be  able  to  translate  the  monumentary  advances  ema- 
nating from  the  basic  cancer  research  laboratories  into  effective  diagnosis,  preven- 
tion and  treatment  strategies  for  patients  with  and  at  high  risk  for  cancer. 

This  low  accrual  is  related  to  multiple  factors:  First,  managed  care  has  had  a  neg- 
ative impact  related  to  its  refusal  to  reimburse  for  the  clinical  care  aspects  of  pa- 
tients on  cancer  clinical  trials.  During  my  presentation  to  the  President's  Cancer 
Panel  in  San  Antonio  in  September  (Appendix  2),  I  shared  three  thoughts  as  to 
what  the  Panel  should  be  asking  as  they  pursue  the  question  of  "Managed  Care's 
Role  in  the  War  on  Cancer." 

"Should  managed  care  bear  a  portion  of  the  costs  of  clinical  research  as  a  form 
of  R&D?" 
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"What  State  or  Federal  legislation  is  needed  to  assure  that  managed  care  patients 
have  access  to  cancer  clinical  research?" 

"Will  there  be  any  future  for  cancer  clinical  research  when  the  managed  care  tidal 
wave  finally  reaches  Chicago  and  New  York?" 

The  NCI-Department  of  Defense  and  the  NCI-Department  of  Veterans  Affairs 
Interagency  Agreements  are  superb  models  of  what  needs  to  be  done  for  the  rest 
of  managed  care. 

Second,  the  Southwest  Oncology  Group  is  outstripping  its  financial  support  at  its 
current  rate  of  accrual.  Even  if  the  managed  care  problem  was  resolved,  there  must 
be  more  money  to  support  clinical  research  to  translate  this  plethora  of  science  to 
patients  with  cancer. 

I  am  also  Director  of  the  San  Antonio  Cancer  Institute,  a  National  Cancer  Insti- 
tute-designated Comprehensive  Cancer  Center  (Appendix  3).  A  recent  astonishingly 
productive  Breast  Cancer  Program  Project  Grant  received  a  priority  score  one  point 
below  the  pay  line.  While  this  grant  will  undoubtedly  be  funded  by  exception,  it  is 
representative  of  a  nationwide  problem  of  insufficient  funds  to  support  truly  out- 
standing research. 

The  following  quote  is  from  another  Cancer  Center  Director,  Dr.  Richard  L. 
Schilsky: 

"We  never  know  where  the  next  breakthrough  will  come  from.  Every  time  eve  dis- 
cover a  new  gene,  we  also  have  a  new  marker  for  early  diagnosis,  a  new  predictor 
of  response  to  therapy,  a  new  target  for  chemoprevention,  as  well  as  for  cancer 
treatment.  Every  discovery  in  a  Cancer  Center  provides  fuel  for  the  Cooperative 
Group  program,  and  requires  affirmation  in  large  clinical  trials.  Thus,  the  universe 
of  cancer  research  is  a  continuum,  (where)  improved  funding  for  any  of  it,  impacts 
all  of  it,  and  improved  funding  for  all  of  it  will  hasten  the  pace  of  discovery  through- 
out." 

Finally,  I  would  like  to  paraphrase  a  futurist  that  I  recently  heard: 
"The  present  is  obsolete." 

"The  future  has  already  been  discovered"  in  the  laboratories  of  molecular  biolo- 
gists throughout  this  country!  We  must  search  among  those  discoveries  for  the  keys 
to  cancer  cures. 

"We  are  confronted  with  insurmountable  opportunities!" 

"These  new  tools  will  change  the  rules  of  the  game!" 

"We  should  not  manage  change,  we  should  love  change  and  make  change  our  best 
friend",  as  all  those  involved  in  cancer  research  and  the  Congress  must  do  every 
day. — Don  Burrus. 

Thank  you  for  your  attention. 

TESTING 

Senator  Specter.  Thank  you  very  much,  Dr.  Coltman. 

The  issue  of  testing  is  so  very,  very  important.  And  you  have 
highlighted  that,  Mr.  Palmer,  with  your  comment  about  the  PSA. 
And  we  are  trying  to  work  hard  to  popularize  testing  on  all  lines 
as  a  method  of  prevention. 

Senator  Dole  had  wanted  to  be  here  today,  because  he  recently 
had  an  operation  for  prostate  cancer.  And  he  has  a  way  of  charac- 
terizing the  situation,  which  is  really  unique.  He  came  back  as  ma- 
jority leader  at  a  Republican  luncheon,  where  we  had  a  caucus,  an- 
nounce his  successful  operation  and  he  said  it  strikes  one  man  out 
of  nine,  so  you  eight  guys  are  safe.  [Laughter.] 

And  he  turned  to  Senator  Stevens,  Ted  Stevens,  who  had  just 
had  an  operation  for  prostate  cancer,  he  said,  you  eight  are  safe, 
and  he  turned  over  to  Strom  and  he  said,  and  Strom  is  too  old  to 
get  cancer  anyway.  [Laughter.] 

But  I  thought  that  his  focus  in  his  own  lighthearted  way  was 
very  effective.  And  the  testing  is  so  very  vital.  And  I  think  your 
voice  today  is  a  very  important  one  on  that. 

Dr.  Black,  let  me  turn  to  you  in  the  very  limited  time  we  have. 
There  are  lots  of  questions  I  have  for  everybody,  but  I  am  espe- 
cially concerned  with  the  research  you  are  doing  on  brain  cancer. 
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There  is  a  fine  line  as  to  what  is  not  malignant  and  what  is,  as 
I  have  had  some  occasion  to  take  a  look  at  the  pathology.  It  is 
tough  to  figure  some  of  that  out  as  to  what  the  doctors  classify  as 
No.  1  and  No.  2  and  different  categories.  But  I  am  concerned  to 
hear  about  the  lack  of  money  for  the  clinical  application. 

Now,  where  does  that  fit  in  to  what  we  can  do?  How  can  this 
subcommittee  and  then,  ultimately,  the  Congress  help  on  the  fund- 
ing for  those  kinds  of  trials,  those  kinds  of  experimental  oper- 
ations? You  do  not  have  enough  money  to  do  it.  That  does  not  quite 
fit  into  the  research.  How  can  we  help  you? 

Dr.  Black.  Well,  Senator,  I  think  it  is  important  to  increase 
funding  both  for  basic  research  to  increase  our  knowledge  of  can- 
cer, but  it  is  also  critical  to  increase  funding  for  what  we  call 
translational  research — bringing  the  research  from  the  laboratory 
bench  to  the  bedside,  so  that  we  can  carry  these  technologies  very 
rapidly  into  clinical  care.  This  is  a  very  critical  issue:  How  do  we 
get  research  from  the  laboratory  into  our  patient  armamentarium? 

Senator  Specter.  Well,  we  will  pursue  that.  Dr.  Klausner  will  be 
in  on  Tuesday  when  we  have  the  NIH  hearings.  And  I  now  know 
a  new  term,  "translational  research." 

In  my  limited  time,  I  want  to  come  to  you,  Dr.  Coltman,  on  your 
comment  about  managed  health  care.  That  is  a  subject  which  is 
being  very,  very  closely  followed  by  the  Congress  now.  And  we  leg- 
islated against  drive-by  deliveries  last  year.  And  there  is  some  leg- 
islation up  as  to  drive-by  mastectomies.  And  pretty  soon  we  may 
legislate  on  everything.  There  may  not  be  a  need  for  any  medical 
judgments.  We  may  handle  it  all  right  in  the  Congress.  And  I  do 
say  that  facetiously,  because  we  really  do  not  want  to  micromanage 
or  meddle. 

But  on  managed  care,  we  are  looking  at  a  lot  of  ways  to  try  to 
make  these  medical  decisions  not  exclusively  financial  decisions. 
And  you  say  they  are  not  bearing  their  fair  share  in  cancer  clinical 
trials.  I  would  like  a  brief  explanation  today  as  to  what  you  think 
we  ought  to  do  on  that  subject,  if  we  should  legislate,  and  if  so, 
how,  and  perhaps  a  followup  at  a  later  time.  Because  we  are  going 
to  be  getting  into  that  field  and  we  want  to  do  it  right.  We  want 
to  do  it  in  a  very  limited  way. 

But  what  is  the  essence  of  your  thought  as  to  how  Congress 
might  act? 

Dr.  Coltman.  Let  me  just  start  by  saying  that  managed  care  is 
not  a  totally  evil  organization.  They  do  a  lot  of  good  things.  But  the 
fact  is  that  all  of  their  contracts  have  built  into  them  that  they  will 
not  pay  for  research,  and  that  includes  clinical  research.  So  any 
time  you  take  a  laboratory  tool  and  take  it  into  clinical  research 
to  use  it  on  patients,  which  of  course  is  the  only  way  you  can  vali- 
date the  concept  from  the  laboratory,  it  requires  patients. 

They  repeatedly  refuse  to  pay  for  those  clinical  care  aspects — 
that  is,  the  hospitalization  that  might  be  necessary  in  a  phase  1 
or  2  clinical  trial — when  a  patient  is  getting  a  new  agent  for  the 
first  time.  And  that  is  the  major  impediment.  It  goes  on  to  phase 
3  clinical  trials — large  clinical  trials  that  impact  on  all  sorts  of  ma- 
lignant diseases.  The  accrual  to  those  clinical  trials  is  impeded  by 
that  particular  aspect  of  refusal  to  pay  for  quote,  "research."  It  is 
not  laboratory  research,  it  is  research  involving  humans. 
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Senator  Specter.  Well,  Dr.  Coltman,  we  would  like  your  advice 
as  to  how  we  might  legislate  in  the  field,  if  you  think  that  would 
be  wise. 

We  have  questions  for  Ms.  Langer  and  Ms.  Shaheen,  but  we  just 
do  not  have  time  to  put  them  to  you. 

One  final  question,  where  is  the  touch  of  your  Southern  accent 
from,  Dr.  Coffey? 

Dr.  Coffey.  Bristol,  TN-VA,  a  State-line  city. 

Senator  Specter.  Senator  Harkin. 

Senator  Harkin.  I  want  to  thank,  first  of  all,  the  panel  for  being 
here  and  for  your  testimonies. 

I  want  to  pick  up  in  one  area.  I  do  not  know  who  to  direct  this 
to.  Maybe  Dr.  Coffey.  I  do  not  know.  But  also  for  the  benefit  of  Dr. 
Klausner,  who  will  be  here  again  next  week.  Just  listening  here 
and  in  some  experiences  that  I  have  had  in  the  past,  and  not  only 
experiences,  but  being  on  this  committee  for  a  number  of  years,  I 
am  concerned  that  there  is  evolving,  I  think,  what  I  would  call  a 
disturbing  and  I  think  somewhat  inaccurate  perception  that  the 
process  of  new  discovery,  Dr.  Black,  is  a  one-way  street.  It  starts 
in  the  laboratory  and  it  goes  to  the  bedside  for  clinical  trials. 

Now,  Dr.  Coltman  just  touched  on  that.  And  that  is  what  got  me 
thinking  about  this.  However,  I  understand  a  lot  of  discoveries  are 
made  by  clinical  scientists  who  are  observing  diseases  out  there. 

Dr.  Black.  Absolutely. 

Senator  Harkin.  And  some  of  these  are  no  less  profound  than 
what  is  happening  in  the  laboratory.  And  yet,  to  move  this  kind  of 
research  from  the  clinical  arena  to  the  laboratory  bench  seems  not 
to  be  working  too  well.  I  guess  what  I  would  say  is,  as  it  was  put 
to  me  one  time,  the  path  to  discovery  is  multifaceted.  And  it  really 
is  a  two-way  street  between  the  laboratory  and  the  bedside,  and 
the  bedside  to  laboratory. 

And  yet,  this  kind  of  highly  innovative  type  of  research  does  not 
seem  to  compete  in  this  present  environment  that  we  have.  I  do  not 
know  how  we  move  in  that  direction.  And  that  is  something  I  want- 
ed to  ask  Dr.  Klausner  next  week,  and  perhaps  we  will  talk  about 
it  again.  And  just  listening  to  this,  I  am  sorry  to  have  to  say  this, 
but  listening  to  a  couple  of  you  talking  about  going  from  the  labora- 
tory to  the  clinic — well,  wait,  there  is  another  pathway  to  this,  too, 
and  that  is  from  the  clinical  to  the  laboratory  also. 

Now,  Dr.  Klausner  just  testified — I  just  read — he  said  that  only 
2  percent  of  cancer  patients  are  in  clinical  trials.  Now,  that  is  from 
the  laboratory  to  the  bedside.  That  is  woefully  inadequate.  Then 
how  about  the  other  end?  How  about  the  doctors  who  are  out  there, 
Dr.  Coltman,  that  you  are  talking  about,  and  getting  that  back  to 
the  laboratory  for  them  to  look  at  it? 

That  does  not  seem  to  be  working  too  well.  So  I  just  throw  that 
question  out  there  for  digestion. 

Dr.  Coffey.  I  would  like  to  comment  if  you  would  allow  me. 

Senator  Harkin.  Yes;  Dr.  Coffey. 

Dr.  Coffey.  Special  projects  on  research  excellence,  called 
SPORE  grants,  were  put  forth  by  Congress  toward  the  NCI  to  ad- 
dress this  very  problem.  And  in  those  research  operations,  you 
have  to  have  both  the  clinical  and  basic  plan  the  grant,  plan  the 
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experiments,  in  a  two-way  street.  These  have  been  highly  success- 
ful. And  Dr.  Klausner  can  tell  you  about  it. 

Unfortunately,  let  me  just  give  you  one  example.  In  the  prostate, 
many,  several  dozens  of  these  grants  came  in.  They  could  only  fund 
two  of  them  in  the  first  go-around.  One  of  those  SPORE  grants 
from  Harvard  had  three  Academy  of  Science  members  on  it  that 
did  not  get  funded.  The  one  from  M.D.  Anderson,  which  had  the 
winner  of  the  George  Bush  Award,  did  not  get  funded.  The  Mayo 
Clinic  did  not.  These  were  beautiful  grants.  And  each  one  of  them 
was  the  size  of  a  New  York  telephone  directory. 

So  when  I  hear  statements  made  that  all  the  good  grants  and 
ideas  are  being  funded,  they  are  not.  And  in  this  area  of  SPORE's, 
just  what  you  are  talking  about  is  happening  and  it  is  working. 

Senator  Harkin.  Did  you  have  something,  Mr.  Palmer? 

Mr.  Palmer.  I  did. 

Senator  Harkin.  I  think  Dr.  Coltman  wanted  to  respond  first. 

Dr.  Coltman.  Senator  Harkin,  there  is  absolutely  no  question 
that  this  is  a  two-way  street.  We  are  emphasizing  this  plethora  of 
science  that  is  standing  there,  waiting  to  be  translated  into  pa- 
tients. And  we  have  a  critical  lack  of  funding  to  support  that 
translational  research  into  patients.  But  there  is  no  question  that 
the  clinical  scientists  of  this  country,  of  which  I  represent  a  dimin- 
ishing few,  are  engaged  in  feeding  back  and  interacting  at  cancer 
centers  throughout  this  country. 

The  interaction  between  the  clinicians  and  the  basic  science  is 
the  essence  of  centeredness  of  the  National  Cancer  Institute-sup- 
ported cancer  centers.  And  it  happens  every  day.  We  do  not  happen 
to  be  focusing  on  that  today,  but  it  is  a  critical  aspect. 

But  in  order  to  assure  the  supply  of  young  scientists,  we  must 
have  a  training  program  available  and  grant  support  to  support  the 
physician-scientists,  who  are  out  there,  the  next  generation  of 
Chuck  Coltmans,  who  are  prepared  to  take  the  ideas  in  both  direc- 
tions. And  we  need  support  for  those  young  clinical  investigators. 

Senator  HARKIN.  Mr.  Palmer? 

Mr.  Palmer.  I  was  only  going  to  bring  up  the  fact  that  in  the 
case  of  prostate  cancer,  Medicare,  for  an  example,  does  not  cover 
a  PSA  until  it  is  diagnosed. 

Senator  Harkin.  I  did  not  know  that. 

Mr.  Palmer.  And  a  lot  of  the  insurance  companies  will  not  cover 
PSA's  under  their  medical  insurance  coverage. 

Senator  Harkin.  That  is  crazy.  I  was  not  aware  of  that.  That  is 
ridiculous. 

Senator  Specter.  Well,  along  the  same  line,  on  your  time,  Sen- 
ator Harkin,  since  it  is  gone  

Senator  Harkin.  I  can  see  my  red  light  is  up. 

Senator  Specter.  On  your  time,  since  it  is  gone,  Medicare  does 
not  cover  PSA's  either. 

Senator  Harkin.  That  is  what  he  just  said. 

Senator  Specter.  Oh,  I  see. 

Senator  Harkin.  He  said  Medicare  and  the  insurance  companies. 

Senator  Specter.  OK,  and  insurance.  Or  cholesterol  testing. 
When  you  see  the  kind  of  funds  we  have  to  allocate,  it  is  just,  I 
think,  shocking  that  you  sort  of  throw  away  the  people  on  Medi- 
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care.  Never  mind.  Too  old.  No  cholesterol  testing.  No  PSA.  We  real- 
ly have  to  change  that.  And  we  will. 

Senator  HARKIN.  On  that  last  question  I  asked,  I  really  want  to 
pursue  that.  If  you  have  any  other,  Dr.  Coltman,  Dr.  Coffey  and 
Dr.  Klausner,  next  week  when  we  come  up,  I  would  like  to  kind 
of  delve  into  this  a  little  bit  more,  about  how  we  get  that  two-way 
street  going  a  little  bit  better. 

Senator  Specter.  Thank  you  very  much,  Senator  Harkin. 

Senator  Harkin.  Thank  you,  Mr.  Chairman. 

SUBCOMMITTEE  RECESS 

Senator  Specter.  Thank  you,  Dr.  Black,  Dr.  Coltman,  Ms. 
Langer,  Ms.  Sheehan,  Mr.  Palmer,  and  Dr.  Coffey.  I  think  it  has 
been  a  very  productive  session,  and  we  are  going  to  do  this  again 
in  Los  Angeles  on  the  29th  of  May. 

Thank  you  all.  That  concludes  our  hearing.  The  subcommittee 
will  recess  and  reconvene  at  the  call  of  the  Chair. 

[Whereupon,  at  11:55  a.m.,  Wednesday,  May  7,  the  subcommittee 
was  recessed,  to  reconvene  subject  to  the  call  of  the  Chair.] 


WINNING  THE  WAR  ON  CANCER:  PROGRESS 
AND  PROGNOSIS 


THURSDAY,  MAY  29,  1997 

U.S.  Senate, 
Subcommittee  on  Labor,  Health  and  Human 
Services,  and  Education,  and  Related  Agencies, 

Committee  on  Appropriations, 

Beverly  Hills,  CA 
The  subcommittee  met  at  10:18  a.m.,  in  the  Beverly  Hills  City 
Hall  council  chambers,  Beverly  Hills,  CA,  Hon.  Arlen  Specter 
(chairman)  presiding. 
Present:  Senator  Specter. 

NONDEPARTMENTAL  WITNESSES 
STATEMENT  OF  SHERMAN  BLOCK,  SHERIFF,  LOS  ANGELES,  CA 

OPENING  STATEMENT  OF  HON.  ARLEN  SPECTER 

Senator  Specter.  We  will  now  proceed  with  the  hearing  of  the 
Appropriations  Subcommittee  on  Labor,  Health  and  Human  Serv- 
ices, and  Education.  This  is  part  two  of  our  subcommittee's  hear- 
ings on  the  National  Cancer  Act,  as  we  celebrate  the  25th  anniver- 
sary of  that  historic  legislation  and  the  massive  efforts  which  we 
have  made  to  try  to  conquer  cancer. 

We  have  scheduled  this  hearing  in  Beverly  Hills,  quite  candidly, 
because  when  Hollywood  speaks,  the  world  listens;  when  Washing- 
ton speaks,  occasionally  the  world  snoozes.  And  we  have  an  issue 
which  requires  a  tremendous  public  focus  if  we  are  to  move  ahead 
on  the  war  against  cancer. 

This  is  very  current  subject,  because  funding  for  the  National  In- 
stitutes of  Health  and  the  war  on  cancer  at  this  moment  is  very 
much  in  doubt.  And  that  has  been  occasioned  by  the  fact  that  in 
the  budget  resolution  passed  last  week  by  the  U.S.  Senate,  the  ac- 
count for  health  services  has  been  reduced  by  $100  million.  And  in 
Washington,  we  sometimes  have  double  speak  and  sometimes  tri- 
ple speak  and  sometimes  quadruple  speak.  But  last  week,  it  is  a 
little  hard  to  quantify  it,  and  I  will  tell  you  exactly  why. 

The  U.S.  Senate  passed  a  sense  of  the  Senate  resolution,  to  add 
$2  billion  to  the  National  Institutes  of  Health;  this  followed  pro- 
nouncements by  many  of  us  on  the  need  to  increase  funding  for 
NIH. 

But  this  is  a  meaningless  gesture  unless  there  is  a  specific  offset 
specifying  where  the  money  is  going  to  come  from.  So  Senator  Tom 
Harkin  and  I — Senator  Harkin  is  my  counterpart,  and  we  work  on 
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a  bipartisan  basis,  and  that  is  the  only  way  anything  ever  gets 
done  in  Washington,  is  when  Democrats  and  Republicans  work  to- 
gether— Senator  Tom  Harkin  and  I  introduced  an  amendment  to 
add  $1.1  billion  to  NIH,  with  a  specific  offset. 

And  it  was  a  modest  offset — four-tenths  of  1  percent  on  discre- 
tionary nondefense  spending.  So  a  little  bit  would  be  taken  in  a  lot 
of  places  to  have  the  funding  to  add  to  the  National  Institutes  of 
Health.  And  that  amendment  was  defeated,  63  to  37.  I  thought  it 
very  important,  in  my  capacity  as  chairman  of  the  subcommittee, 
to  lay  it  right  on  the  line  so  that  the  American  people  would  know 
exactly  what  was  going  on.  Because  there  is  a  need  for  significant 
increases  in  cancer  funding,  and  heart  disease,  and  Alzheimer's, 
and  many,  many  other  very,  very  important  areas  of  medical  re- 
search. I  did  not  want  to  see  a  situation  prevail,  where  America 
thought  there  was  a  $2  billion  increase,  but  it  was  meaningless,  on 
a  sense  of  the  Senate  resolution. 

So,  ladies  and  gentlemen,  our  work  is  cut  out  for  us,  in  terms  of 
what  we  must  do.  And  this  hearing  takes  on  added  significance,  as 
we  want  to  focus  the  attention  of  the  American  people  on  the  need 
for  funding  of  the  National  Institutes  of  Health. 

I  am  personally  convinced  that  we  have  the  resources  in  the  Fed- 
eral budget  to  take  care  of  America's  needs  if  we  establish  our  pri- 
orities properly.  We  have  a  Federal  budget  of  $1.7  trillion.  Now, 
that  is  a  staggering,  incomprehensible  sum  of  money.  If  you  take 
a  large  room  this  size,  there  would  not  be  enough  space  to  stuff 
$10,000  bills  into  this  room  and  occupy  that  kind  of  a  budget. 

In  the  last  2  years,  Senator  Harkin  and  I  consolidated  or  elimi- 
nated 134  programs  from  our  subcommittee  to  save  $1.5  billion,  al- 
lowing us  to  put  more  resources  into  NIH  and  into  education, 
which  I  personally  consider  the  two  top  priorities  in  America  today. 
And  yet,  the  headlines  of  the  day  are  troublesome.  The  lead  story 
in  this  morning's  USA  Today  has  this  headline:  "$30  billion  war  on 
cancer,  a  bust." 

And  a  new  study  is  now  out  from  Dr.  John  Bailar  and  Dr.  Kevin 
Gornick  of  the  University  of  Chicago,  published  in  the  New  Eng- 
land Journal  of  Medicine,  which  raises  real  questions  about  the 
success  of  the  war  on  cancer,  and  raising  real  questions  about  allo- 
cations of  resources,  as  to  whether  it  all  ought  to  be  in  research, 
or  so  much  in  research,  or  in  prevention,  with  prevention  resources 
having  increased  from  5  to  10  percent.  These  are  real  issues  which 
we  are  going  to  have  to  tackle,  and  our  subcommittee  will  have  a 
hearing  at  a  very  early  date,  to  assess  the  most  effective  way  to 
deal  with  this  issue. 

We  have  a  very,  very  distinguished  panel  today.  It  has  been  as- 
sembled with  great  effort.  We  will  give  the  kudos  at  the  conclusion 
of  the  hearing,  but  now  I  want  to  move  as  promptly  as  possible  to 
our  very  distinguished  witness  list. 

I  would  like  to  start  off  with  the  distinguished  sheriff  of  Los  An- 
geles County,  Mr.  Sherman  Block,  a  member  of  the  department 
since  1956.  He  was  sworn  in  as  the  29th  sheriff  in  1982,  having 
been  appointed  by  unanimous  decision  of  the  Los  Angeles  County 
Board  of  Supervisors.  He  is  now  in  his  fourth  elected  term  of  office. 
He  commands  the  largest  sheriffs  department  in  the  world,  super- 
vising more  than  12,000  personnel. 
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On  a  personal  note,  Sheriff  Block  and  I  were  reminiscing  about 
a  hearing  which  the  Judiciary  Committee  held,  which  I  chaired 
here  in  Los  Angeles  in  1985,  when  we  moved  ahead  with  the  armed 
career  criminal  bill,  my  legislation  moving  the  Federal  Government 
into  the  fight  against  street  crime. 

Sheriff  Block,  we  welcome  you  here.  And  it  is  appropriate  for  me 
to  say  at  this  time  that  we  would  appreciate  having  statements 
within  a  5-minute  limitation.  The  green  light  will  go  on  to  start, 
the  yellow  with  1  minute  remaining,  and  the  red  when  time  has 
expired.  All  statements  will  be  made  a  part  of  the  record.  To  the 
extent  that  we  can  stay  within  the  time  limits,  it  would  be  appre- 
ciated. If  you  go  over,  it  is  not  like  arguing  in  the  Supreme  Court 
of  the  United  States,  where  they  cut  you  off  in  midsy liable. 

Sheriff  Block,  the  floor  is  yours. 

SUMMARY  STATEMENT  OF  SHERMAN  BLOCK 

Mr.  Block.  Thank  you,  Mr.  Chairman.  It  is  an  honor  for  me  to 
testify  today.  And  I  want  to  personally  thank  you  for  your  attention 
to  the  topic  of  cancer,  and  your  support  for  research  that  can  save 
the  lives  of  literally  millions  of  people. 

I  am  proud  to  testify  here  today,  because  I  have  survived  cancer 
not  once,  but  twice;  6V2  years  ago,  my  doctor,  while  doing  a  routine 
examination,  determined  that  something  was  not  quite  right  dur- 
ing a  digital  exam.  He  detected  a  soft  spot.  My  PSA  was  not  highly 
elevated,  but  a  biopsy  turned  up  prostate  cancer.  I  was  66  at  the 
time.  And  my  first  reaction  to  the  word  "cancer"  was,  am  I  going 
to  die?  But  how  could  I,  with  a  family  and  so  much  left  to  do? 

I  had  surgery  at  USC's  Norris  Cancer  Hospital  and  Research  In- 
stitute. And  because  my  cancer  was  detected  early,  I  have  been 
prostate  cancer-free  ever  since.  Having  battled  cancer  once,  4  years 
ago  this  June,  I  was  shocked  to  find  a  lump  between  my  neck  and 
left  shoulder  as  I  shaved  for  work  one  morning.  The  lump,  which 
was  the  size  of  a  golf  ball,  or  perhaps  even  larger,  turned  out  to 
be  high-grade,  fast-moving,  non-Hodgkin's  lymphoma,  according  to 
my  doctor.  I  was  stunned  and  somewhat  devastated.  I  had  con- 
quered the  prostate  cancer  at  66,  but  here  I  was  at  68,  and  consid- 
ered a  high-risk  patient  because  of  my  age. 

The  doctors  told  me  straight  out  that  the  chemotherapy  alone 
might  kill  me,  but  that  without  the  chemotherapy,  I  would  cer- 
tainly die  in  3  to  6  months.  This  time,  I  was  certainly  concerned, 
but  not  fearful.  I  underwent  7  months  of  chemotherapy.  And 
thanks  to  innovations  in  research,  I  was  able  to  tolerate  the  chemo- 
therapy and  actually  go  to  work  every  day  except  for  2  during  that 
7-month  period.  New  drugs  greatly  minimized  the  side  effects  pre- 
viously caused  by  chemotherapy,  like  nausea  and  a  susceptibility 
to  infection,  which  would  have  prevented  me  from  holding  my  posi- 
tion as  sheriff. 

As  head  of  the  Nation's  largest  sheriffs  department  for  15  years, 
I  was  very  public  about  my  cancer  diagnosis,  treatment,  and 
progress  from  the  start.  As  a  result,  the  community  saw  the 
progress  I  was  making  each  month,  and  many  strangers  with  simi- 
lar diagnoses  called  me  for  counsel  and  advice.  They  saw  me  on  my 
good  days  and  my  bad  days.  And  I  felt  real  good  about  the  informa- 
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tion  I  was  able  to  share  with  these  folks,  and  to  help  ease  their 
concerns. 

Prostate  cancer,  of  course,  is  now  the  most  common  cancer 
among  American  men.  This  year  alone,  over  200,000  new  cases  of 
prostate  cancer  will  be  diagnosed  and  42,000  men  will  die.  And 
there  will  be  an  estimated  61,000  new  cases  of  lymphoma  in  1997. 
And  since  the  early  1970's,  incident  rates  have  increased  more  than 
80  percent.  And  an  estimated  25,280  deaths  from  non-Hodgkin's 
lymphoma  are  expected  in  1997;  4,800  in  California  alone.  That  is 
13  fatalities  per  day  from  just  one  type  of  cancer. 

There  are  fewer  than  10  people  a  day  who  die  from  all  homicides 
in  California.  Cancer,  of  course,  is  one  of  the  biggest  societal  men- 
aces we  currently  face,  and  we  need  to  find  the  resources  to  put 
this  hazard  to  rest. 

At  a  recent  event,  I  listened  to  a  large  number  of  women  of  color 
express  their  fear  of  getting  annual  checkups.  Their  fear  was  that 
they  might  find  something  wrong,  and  since  they  were  bread- 
winners, they  feared  losing  their  jobs  because  of  a  cancer  diagnosis. 
We  need  to  increase  the  funding  for  research,  and  get  the  informa- 
tion out  to  these  and  other  women  that  cancer  is  not  a  death  sen- 
tence. Research  has  and  will  continue  to  make  early  detection  and 
better  treatments  possible. 

Like  myself,  thanks  to  research,  many  of  these  women  may  be 
able  to  keep  their  jobs  once  diagnosed  with  cancer,  because  of  im- 
proved treatments  that  are  gentler  on  our  bodies. 

We  also  need  to  make  sure  that  the  health  care  systems  that 
many  of  these  women  and  others  depend  on,  like  managed  care, 
provide  access  to  the  most  innovative  treatment  and  trials.  All 
Americans  should  have  the  chance  to  receive  the  best  and  most 
cutting-edge  care  available. 

PREPARED  STATEMENT 

I  will  continue  my  work  as  a  cancer  advocate  in  my  community, 
to  make  sure  that  people  know  of  all  the  opportunities  to  lead  a 
productive  life  with  cancer.  But  you  have  in  your  hands  a  chance 
to  support  more  research  and  more  clinical  trials  that  will  increase 
what  we  already  know  about  the  disease  and  save  millions  of  lives. 
Increased  funding  for  all  cancer  research  is  truly  the  key.  And  I 
urge  you  to  provide  it. 

Thank  you. 

[The  statement  follows:] 

Prepared  Statement  of  Sheriff  Sherman  Block 

Mr.  Chairman,  it  is  an  honor  for  me  to  testify  today.  I  want  to  personally  thank 
you  for  your  attention  to  the  topic  of  cancer  and  your  support  for  research  that  can 
save  the  lives  of  literally  millions  of  people. 

I  am  proud  to  testify  here  today,  because  I  have  survived  cancer  not  once,  but 
twice.  Six  and  half  years  ago,  my  doctor,  while  doing  a  digital  exam,  determined 
something  was  just  not  quite  right.  He  detected  a  soft  spot.  My  PSA  was  not  highly 
elevated,  but  a  biopsy  turned  up  prostate  cancer.  I  was  66  at  the  time,  and  my  first 
reaction  to  the  word  cancer  was  "I  am  going  to  die."  But  how  could  I  with  a  family 
and  so  much  left  to  do?  I  had  surgery  at  USC's  Norris  Cancer  Hospital  &  Research 
Institute,  and  because  my  cancer  was  detected  early,  I  have  been  prostate  cancer- 
free  ever  since. 

Having  battled  cancer  once,  four  years  ago  June,  I  was  shocked  to  find  a  lump 
between  my  neck  and  left  shoulder  as  I  shaved  for  work  one  morning.  The  lump, 
which  was  the  size  of  a  golf  ball  or  even  larger,  turned  out  to  be  a  high-grade,  fast- 
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moving  non-Hodgkins  lymphoma  according  to  my  doctor.  I  was  stunned  and  some- 
what devastated.  I  had  conquered  the  prostate  cancer  at  66,  but  here  I  was  68  this 
time,  and  considered  a  high-risk  patient  because  of  my  age.  The  doctors  told  me 
straight  out  that  the  chemotherapy  alone  might  kill  me,  but  that  without  the  chemo 
I  would  certainly  die  in  3  to  6  months.  This  time  I  was  concerned,  but  not  fearful. 
I  underwent  7  months  of  chemotherapy.  And  thanks  to  innovations  in  research,  I 
was  able  to  tolerate  the  chemotherapy  and  go  to  work  every  day,  except  for  two. 
New  drugs  greatly  minimized  the  side  effects  of  previously  caused  by  chemotherapy, 
like  nausea  and  vomiting  and  a  susceptibility  to  infections,  which  would  have  pre- 
vented me  from  holding  my  position  as  Sheriff. 

As  head  of  the  nation's  largest  sheriffs  department  for  15  years,  I  was  very  public 
about  my  cancer  diagnosis,  treatment  and  progress  from  the  start.  As  a  result,  the 
community  saw  the  progress  I  was  making  each  month,  and  many  strangers  with 
similar  diagnoses  called  me  for  counsel  and  advice.  They  saw  me  on  my  good  days 
and  bad.  And  I  felt  real  good  about  the  information  I  was  able  to  share  with  folks, 
and  help  ease  their  concerns. 

Prostate  cancer  is  now  the  most  common  cancer  in  American  men.  This  year 
alone,  over  200,000  new  cases  of  prostate  cancer  will  be  diagnosed,  and  42,000  men 
will  die.  And  there  will  be  an  estimated  61,000  new  cases  of  lymphoma  in  1997. 
Since  the  early  1970's,  incidence  rates  have  increased  more  than  80  percent.  An  es- 
timated 25,280  deaths  from  non-Hodgkin's  lymphoma  are  expected  in  1997 — 4,800 
in  California  alone.  That's  about  13  fatalities  per  day  from  just  one  type  of  cancer. 
Do  you  realize  that  fewer  than  10  people  a  day  die  from  all  homicides  in  California? 
Cancer  is  one  of  the  biggest  societal  menaces  we  currently  face,  and  we  need  to  find 
the  resources  to  put  this  hazard  to  rest. 

At  a  recent  event,  I  listened  to  a  large  number  of  women  of  color  express  their 
fear  of  getting  annual  check-ups.  Their  fear  was  not  the  fear  of  finding  something 
wrong,  but  many  were  the  breadwinners  and  feared  losing  their  job  because  of  a 
cancer  diagnosis.  We  need  to  increase  the  funding  for  research  and  get  the  informa- 
tion out  to  these  and  other  women  that  cancer  is  not  a  death  sentence.  Research 
has  and  will  continue  to  make  early  detection  and  better  treatments  possible.  Like 
me,  thanks  to  research  many  of  these  women  may  be  able  to  keep  their  jobs  once 
diagnosed  with  cancer  because  of  improved  treatments  that  are  gentler  on  our  bod- 
ies. We  also  need  to  make  sure  that  that  health  care  systems  that  many  of  these 
women  and  others  depend  on,  like  managed  care,  provide  access  to  the  most  innova- 
tive treatments  and  trials.  All  Americans  should  have  the  choice  to  receive  the  best 
and  most  cutting  edge  care  available. 

I  will  continue  my  work  as  a  cancer  advocate  in  my  community  to  make  sure  that 
people  know  of  all  the  opportunities  to  lead  a  productive  life  with  cancer.  But  you 
have  in  your  hands  a  chance  to  support  more  research  and  more  clinical  trials  that 
will  increase  what  we  know  about  the  disease  and  save  millions  of  lives.  Increased 
funding  for  all  cancer  research  is  truly  the  key,  and  I  urge  you  to  provide  it. 

MAMMOGRAMS 

Senator  Specter.  Thank  you  very  much,  Sheriff  Block.  When  you 
comment  about  the  diagnoses  for  women  and  the  concern  factor,  we 
are  trying  very  hard  to  make  mammograms  available  throughout 
the  land.  And  we  recently  had  quite  a  controversy  on  the  issue  of 
mammograms  for  women  40  to  49,  with  an  NIH  panel  in  January, 
raising  a  doubt  about  that  subject.  And  this  subcommittee  held 
hearings,  and  we  brought  the  issue  to  a  head.  And  a  group  of  spe- 
cialists concluded  that  the  mammograms  were  warranted  for 
women  40  to  49. 

There  was  a  concern  expressed  as  to  what  the  impact  of  what 
happened  when  a  question  was  raised,  as  to  whether  that  would 
discourage  so  many  women  from  having  mammograms.  But,  ulti- 
mately, it  turns  on  a  question  of  resources.  And  that  is  a  decision, 
as  a  matter  of  public  policy,  the  Congress  has  to  decide.  We  need 
the  best  scientific  evidence,  but  then,  when  it  comes  to  the  alloca- 
tion of  funding,  that  is  for  the  Appropriations  Committee  to  decide 
and  the  full  Congress. 

So  we  thank  you  for  your  testimony. 
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STATEMENT  OF  SALLY  FIELD,  ACTRESS,  LOS  ANGELES,  CA 

Senator  Specter.  I  would  like  to  turn  now  to  a  very  distin- 
guished actress,  Ms.  Sally  Field,  two-time  Academy  Award  winner 
for  her  performance  in  the  films  "Places  in  the  Heart,"  and  "Norma 
Rae;"  recipient  of  an  Emmy  Award  for  her  title  role  as  a  young 
woman  with  multiple  personalities  in  the  television  special  "Cybil." 
Her  film  credits  are  very  long  and  include  such  hits  as  "Forest 
Gump"  and  "Mrs.  Doubtfire." 

We  welcome  you  here,  Ms.  Field,  and  look  forward  to  your  testi- 
mony. 

Ms.  Field.  Thank  you.  Mr.  Chairman,  I  want  to  thank  you  for 
inviting  me  to  testify  here  today.  I  am  personally  grateful  for  your 
attention  to  this  topic  that  affects  so  many  of  us  and  our  families 
and  our  lives. 

In  my  family,  frankly,  I  always  thought  we  were  immune  to  can- 
cer, because  I  was  not  aware  of  any  family  member  who  had  been 
stricken.  All  my  life,  if  there  was  a  hidden  monster,  I  feared  it  was 
heart  disease  and  not  cancer.  My  family  had  a  predisposition  to 
heart  disease,  and  I  have  always  been  very  concerned  for  my 
health  and  that  of  my  sons.  But  that  all  changed  this  last  year, 
when  two  of  my  very  closest  family  members  were  both  diagnosed 
with  and  treated  for  cancer. 

Out  of  respect  for  their  privacy,  I  will  not  go  into  detail.  I  only 
bring  it  up  to  make  to  point  that  you  never  know  when,  who  or 
why  cancer  will  strike.  Yet,  when  it  does,  it  turns  your  life  and 
your  family's  life  upside  down. 

While  I  am  not  a  cancer  expert,  I  do  know  that  many  cancers  can 
be  prevented.  Medical  research  over  the  last  25  years  has  given  in- 
sights into  how  to  prevent  certain  cancers  altogether.  This  year 
alone,  174,000  cancer  deaths  are  expected  to  be  caused  by  tobacco 
use.  They  could  have  been  prevented. 

A  like  number  of  cancer  deaths  will  be  caused  by  poor  nutrition 
and  dietary  factors.  As  many  as  900,000  nonfatal  skin  cancers,  pre- 
ventable by  protection  from  the  sun,  will  be  diagnosed  this  year. 
We  need  to  do  a  better  job  of  getting  information  out  to  the  public 
on  cancers  that  are  preventable,  and  we  must  make  it  a  national 
priority  to  increase  funding  to  determine  the  underlying  causes  of 
other  cancers  killing  and  afflicting  our  family  and  friends. 

Research  has  made  the  detection  of  cancers  at  an  early  stage 
possible  as  well.  I  am  very  grateful  that  early  detection  helped 
those  people  that  I  love  so  dearly  detect  their  cancers  and  get  treat- 
ment at  the  earliest  possible  stage.  But  we  need  to  make  sure  all 
Americans  take  advantage  of  regular  screening  examinations  to 
help  detect  cancer  of  the  breast,  tongue,  mouth,  colon,  prostate,  and 
others.  Survival  for  these  and  other  cancers  is  80  percent  if  caught 
early.  We  must  ensure  that  all  Americans  get  access  to  screening. 
We  cannot  afford  not  to. 

We  need  your  support,  Mr.  Chairman,  to  help  fund  research  in 
prevention,  detection  and  treatment.  Because,  as  we  identify  the 
diseases  earlier,  our  doctors  are  going  to  need  the  best  tools  and 
information  available  to  treat  them.  They  can  only  come  if  our  leg- 
islators stand  up  for  the  10  million  cancer  survivors,  their  families 
and  friends,  and  appropriate  more  money  to  cancer  research  now. 
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PREPARED  STATEMENT 

Can  there  be  any  American  who  has  not  been  in  some  way 
touched  by  cancer?  I  come  here  before  you  today  with  a  message 
of  urgency.  I  know  my  family  is  not  immune  to  cancer.  And  I  see 
the  great  potential  for  improved  prevention,  detection,  treatment, 
and  cure  for  all  cancers.  We  cannot  stand  silent  as  this  disease  dev- 
astates our  lives,  Please  double  the  budget  for  cancer  research,  for 
our  families  and  friends  today  who  are  surviving,  and  for  our  chil- 
dren, God  forbid,  who  may  be  stricken  unexpectedly  tomorrow. 

[The  statement  follows:] 

Prepared  Statement  of  Sally  Field 

Mr.  Chairman,  I  want  to  thank  you  for  inviting  me  to  testify  here  today.  I  am 
personally  grateful  for  your  attention  to  this  topic  that  affects  so  many  of  our  lives. 

In  my  own  family,  frankly,  I  always  thought  we  were  immune  to  cancer,  because 
I  wasn't  aware  of  any  family  members  who  had  been  stricken.  All  of  my  life,  if  there 
was  a  hidden  monster  I  feared,  it  was  heart  disease.  My  family  had  a  predisposition 
for  heart  disease,  and  I  have  always  been  gravely  concerned  for  my  health  and  that 
of  my  sons. 

That  all  changed  in  the  last  year  when  two  family  members  were  both  diagnosed 
with  and  treated  for  cancer.  Out  of  respect  for  their  privacy,  I  won't  go  into  detail. 
I  only  bring  it  up  to  make  the  point  that  you  never  know  when,  who,  or  why  cancer 
will  strike — yet  when  it  does,  it  turns  your  life,  and  your  family's  life,  upside  down. 

While  I  am  not  a  cancer  expert,  I  do  know  that  many  cancers  can  be  prevented. 
Medical  research  over  the  last  25  years  has  given  us  insights  into  how  to  prevent 
certain  cancers  altogether.  This  year  alone,  174,000  cancer  deaths  are  expected  to 
be  caused  by  tobacco  use — they  could  have  been  prevented.  A  like  number  of  cancer 
deaths  will  be  caused  by  poor  nutrition  and  dietary  factors.  As  many  as  900,000 
non-fatal  skin  cancers,  preventable  by  protection  from  the  sun,  will  be  diagnosed 
this  year.  We  need  to  do  a  better  job  of  getting  information  out  to  the  public  on  can- 
cers that  are  preventable.  And  we  must  make  it  a  national  priority  to  increase  fund- 
ing to  determine  the  underlying  causes  of  other  cancers  killing  and  afflicting  our 
family  and  friends. 

Research  has  made  the  detection  of  cancers  at  an  early  stage  possible  as  well.  I 
am  grateful  that  early  detection  helped  those  persons  I  love  so  dearly  detect  their 
cancer  and  get  treatment  at  the  earliest  possible  stage.  But  we  need  to  make  sure 
all  Americans  take  advantage  of  regular  screening  examinations  to  help  detect  can- 
cer of  the  breast,  tongue,  mouth,  colon,  prostate,  and  others.  Survival  for  these  and 
other  cancers  is  80  percent  if  caught  early.  We  must  ensure  that  all  Americans  get 
access  to  screening — we  can't  afford  not  to. 

We  need  your  support,  Mr.  Chairman,  to  help  fund  research  in  prevention,  detec- 
tion, and  treatment — because  as  we  identify  the  disease  earlier,  our  doctors  are 
going  to  need  the  best  tools  and  information  available  to  treat  them.  That  can  only 
come  if  our  legislators  stand  up  for  the  10  million  cancer  survivors,  their  families, 
and  friends  and  appropriate  more  money  to  cancer  research  now.  Can  there  be  any 
American  who  has  not  been  in  some  way  touched  by  cancer? 

I  come  here  before  you  today  with  a  message  of  urgency.  I  know  my  family  is  not 
immune  to  cancer.  And  I  see  the  great  potential  for  improved  prevention,  detection, 
treatment  and  cure  for  all  cancers.  We  cannot  stand  silent  as  this  disease  dev- 
astates our  lives.  Please  double  the  budget  for  cancer  research — for  our  families  and 
friends  today  who  are  surviving  and  for  our  children  who  may  be  stricken  unexpect- 
edly tomorrow. 

PSA 

Senator  Specter.  Thank  you  very  much,  Ms.  Field,  for  that  very 
poignant  and  moving  testimony. 

We  are  going  to  have  questions  for  the  panel  when  everybody 
concludes,  but  may  I  ask  if  either  of  the  two  family  matters  that 
you  referred  benefited  from  early  detection? 
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Ms.  Field.  I  believe  their  lives,  at  this  point,  were  saved  from 
that.  They  both  received  very  early  detection.  They  were  both  oper- 
ated on,  and  right  now  they  are  cancer-free. 

Senator  Specter.  That  is  a  message  which  needs  to  go  out  very 
forcefully.  Sheriff  Block  testified  about  his  PSA,  a  very  good  detec- 
tion for  prostate  cancer — methods — mammograms  for  breast  can- 
cer, and  so  on.  So  I  think  that  is  something  to  be  underscored  early 
and  often. 

STATEMENT  OF  STEPHEN  J.  FORMAN,  M.D.,  DIRECTOR,  DEPARTMENT 
OF  HEMATOLOGY  AND  BONE  MARROW  TRANSPLANTATION, 
STAFF  PHYSICIAN,  DEPARTMENT  OF  MEDICAL  ONCOLOGY  AND 
THERAPEUTICS  RESEARCH,  CITY  OF  HOPE  NATIONAL  MEDICAL 
CENTER,  DUARTE,  CA 

ACCOMPANIED  BY: 

SHARI  KAHANE,  CANCER  SURVIVOR 
YOCHEVED  ROSENTHAL,  CANCER  SURVIVOR 
CINDY  LADIN,  CANCER  SURVIVOR 
ANISSA  AYALA,  CANCER  SURVIVOR 
ROBIN  FRASIER,  CANCER  SURVIVOR 
MUSHTAQUE  JIVANI,  CANCER  SURVIVOR 

SUMMARY  STATEMENT  OF  DR.  STEPHEN  J.  FORMAN 

Senator  Specter.  I  now  turn  to  Dr.  Stephen  Forman,  director  of 
the  department  of  hematology  and  bone  marrow  transplantation  at 
the  City  of  Hope  National  Medical  Center,  and  president  of  the 
City  of  Hope  Oncology  Network.  He  is  the  principal  investigator 
with  the  $14  million,  5-year  National  Cancer  Institute  bone  mar- 
row transplant  project  grant,  and  is  an  international  leader  in  the 
field  of  bone  marrow  transplantation. 

Dr.  Forman,  welcome,  and  the  floor  is  yours. 

Dr.  FORMAN.  Thank  you,  Senator  Specter. 

Before  I  start,  I  would  like  to  address  the  article  that  you  held 
up  that  was  in  the  newspaper  today  and  try  to  put  it  in  context. 
Cancer  has  had  3  million  years  of  evolution  to  evolve  to  the  state 
where  it  is  a  human  problem.  We  have  had  30  years  of  research 
to  address  it.  It  would  be  naive  to  think  that  we  could  solve  all 
those  problems  in  30  years,  given  what  we  have  been  up  against 
in  nature. 

Senator  Specter.  How  many  years  has  it  been  evolving;  you  say 
30  million? 

Dr.  FORMAN.  Well,  I  think  3  million  years  of  evolution,  to 
have  

Senator  Specter.  Why  do  you  pick  3  million? 

Dr.  Forman.  Because  I  think  the  species  has  been  evolving  over 
that  long  a  period  of  time.  I  think  the  problems  that  exist,  the  ways 
that  cells  have  figured  out  to  get  around  our  therapeutics,  have 
had  that  long  a  time  to  evolve  and  confront  us  with  a  very  large 
problem. 

So  to  think  that  in  30  years  we  will  have  figured  out  all  the  se- 
crets that  a  cell  holds  would  be  naive. 

Senator  Specter.  So  you  want  to  be  put  down  for  funding  for  re- 
search? [Laughter.] 

Dr.  Forman.  Yes;  I  do.  But  I  also  want  to  address  the  issue  of 
prevention.  Prevention  that  we  can  address  now  is  only  possible  be- 
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cause  of  the  last  30  years  of  cancer  research.  One  cannot  simply 
go  out  and  make  a  statement  that  we  want  to  prevent  it  without 
knowing  more  about  the  cancer  cell  and  how  to  prevent.  All  of  the 
innovations  that  we  are  ready  to  make  in  terms  cancer  prevention 
are  on  the  basis  of  the  research  that  we  have  done  in  the  last  30 
years. 

Senator  Specter.  Well,  Dr.  Form  an,  since  I  have  taken  up  most 
of  your  time,  we  are  going  to  reset  the  clock  for  you. 

Dr.  Forman.  Thank  you  very  much.  [Laughter.] 

Thank  you,  Senator  Specter,  for  the  opportunity  to  appear  before 
you  today. 

As  you  know,  I  am  physician  in  chief  at  the  City  of  Hope  Na- 
tional Medical  Center,  one  of  the  National  Cancer  Institutes'  des- 
ignated clinical  cancer  research  centers.  I  am  the  principal  inves- 
tigator on  a  grant  which  supports  the  work  of  many  dedicated  sci- 
entists and  physicians  whose  task  it  is  to  improve  our  understand- 
ing and  the  therapeutics  of  cancer;  in  particular,  leukemia, 
lymphoma  and  breast  cancer.  I  have  been  caring  for  patients  for 
over  20  years  and  conducting  research  for  that  same  amount  of 
time. 

I  would  like  to  make  two  points  about  cancer  research  that  I 
think  are  important  this  morning.  First,  the  progress  that  has  been 
made  in  cancer  treatment  over  the  last  two  decades  has  been  re- 
markable. And  I  say  very  appreciatively,  on  behalf  of  my  colleagues 
and  our  patients,  that  we  could  not  have  made  many  of  the  ad- 
vances without  the  Federal  Government's  funding  of  cancer  re- 
search. However,  the  major  obstacle  to  more  rapid  progress  in  the 
fight  is  limited  funding.  For  years,  I  have  sat  on  panels  where  ex- 
cellent research  projects  were  turned  down  for  lack  of  funding. 

It  is  not  the  absence  of  ideas  that  limits  the  pace  at  which  we 
can  save  lives,  it  is  the  absence  of  funding  for  those  ideas.  And  idea 
unexplored  is  a  life  lost. 

Second,  a  new  and  significant  threat  to  cancer  research  has 
emerged  in  the  form  of  managed  care.  Successful  cancer  treatment 
has  been  a  trusting  and  committed  partnership  between  physi- 
cians, patients,  and  scientists.  The  current  system  threatens  the  in- 
volvement of  patients  and  discourages  the  testing  of  new  ideas.  It 
is  this  partnership  which  has  led  to  breakthroughs  made  in  the 
laboratories,  which  have  been  turned  into  treatments  that  have 
saved  thousands. 

Under  managed  care,  patients  for  whom  there  is  no  alternative 
but  cutting-edge  medical  treatment  are  being  refused  these  treat- 
ments because  they  are  considered  by  some  investigational.  Flatly 
said,  many  of  these  companies  do  not  pay  for  innovative  therapies 
despite  the  potential  for  a  better  outcome. 

The  real  illness  is  a  system  which  considers  physicians  as  ven- 
dors, patients  as  customers,  cancer  as  a  product  line,  and  scientists 
as  a  drag  on  that  bottom  line. 

Now,  I  decided,  Senator  Specter,  not  to  use  my  time  today  to  give 
you  dry  statistics,  but  rather  to  introduce  you  to  six  individuals 
who  are  living  today  thanks  to  basic  and  clinical  research,  thanks 
to  their  courage  to  participate  in  clinical  trials,  and  thanks  to  their 
ability  to  have  access  to  those  trials.  Despite  the  paper  this  morn- 
ing, none  of  them,  not  one,  would  be  alive  were  it  not  for  the  sup- 
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port  for  Federal  cancer  research  that  has  been  done  in  breast  can- 
cer, leukemia  and  lymphoma. 

Let  me  introduce  them  to  you.  Shari  Kahane,  if  you  would  stand. 

Shari  is  a  physician,  who  developed  breast  cancer — advanced 
breast  cancer— 4  years  ago.  She  is  alive  today  because  of  research 
that  helped  us  understand  the  difference  between  her  breast  cancer 
and  that  which  occurs  in  other  women,  and  the  specific  need  for 
more  innovative  and  intensive  therapy.  Studies  which  have  been 
done  in  cancer  pharmacology,  genetics,  and  stem  cell  biology,  were 
combined  to  develop  a  new  therapy  for  breast  cancer. 

She  is  alive  to  continue  her  work  on  behalf  of  other  women  with 
breast  cancer,  and  is  alive  to  raise  her  children,  because  we  had 
the  funding  to  combine  research  from  different  areas  and  to  ad- 
vance treatment.  She  is  one  of  thousands  of  women  who  are  alive 
today  because  of  this  kind  of  research. 

Yocheved  Rosenthal.  Yocheved  was  diagnosed  with  leukemia  at 
the  time  of  the  birth  of  one  of  her  children.  The  moment  that  a  new 
life  was  entering  the  world,  hers  was  on  the  line.  She  needed  a 
transplant,  but  transplant  was  fraught  with  dangers,  despite  our 
efforts  to  make  it  safer.  With  funding  from  the  Federal  Govern- 
ment, we  were  able  to  offer  her  clinical  research  trials,  each  of 
which  were  designed  to  decrease  complications  and  prevent  the  dis- 
ease from  coming  back. 

One  of  those  complications  was  pneumonia.  In  those  days,  it 
claimed  one  in  five  patients  undergoing  that  kind  of  transplant.  An 
NCI-funded  study,  however,  helped  us  develop  a  therapy  that  has 
nearly  eliminated  this  as  a  complication.  Yocheved  had  a  long  and 
arduous  battle,  but  she  has  recovered.  And  she  and  her  husband 
adopted  another  child,  who  has  become  a  special  part  of  their  fam- 

iiy. 

Cindy  Ladin.  Cindy  had  a  disease  called  chronic  myelogenous 
leukemia  [CML].  When  I  began  my  work  in  oncology  20  years  ago, 
all  patients  with  CML  died.  That  was  before  the  development  of 
transplantation,  which  has  cured  many  other  patients  with  incur- 
able diseases.  It  is  the  single  most  complicated  therapy  we  do  in 
oncology.  And  it  is  dependent  upon  research  knowledge  that  we  de- 
rive from  diverse  fields  in  immunology,  tumor  biology,  radiation  bi- 
ology, and  immunogenetics. 

Cindy  needed  a  transplant,  but  had  no  donor  in  her  family.  For- 
tunately, she  benefited  from  the  laboratory  work  that  showed  that 
the  genes  that  control  our  immune  response  allow  us  to  identify  do- 
nors in  the  general  population — in  this  room.  This  ability  to  apply 
research  knowledge  from  one  area  to  another  has  meant  the  dif- 
ference between  life  and  death.  In  this  case,  it  led  to  the  develop- 
ment of  the  National  Marrow  Donor  Program,  a  registry  with  3 
million  people  who  have  helped  save  many  lives. 

In  Cindy^s  case,  after  1  year  of  searching,  a  woman  in  New 
Hampshire  was  found  to  be  a  match.  Because  of  those  scientific 
achievements,  all  of  which  were  federally  supported,  and  a  Samari- 
tan donor,  Cindy  is  alive,  in  remission,  living  a  normal  life,  a  moth- 
er to  her  children,  a  wife  to  her  husband. 

Anissa  Ayala.  Anissa  also  had  CML,  but  did  not  have  a  family 
donor.  But  unlike  Cindy,  no  one  could  be  found  in  the  registries. 
However,  research  which  was  then  being  performed  about  stem 
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cells  showed  that  these  cells  are  also  present  in  the  umbilical  cords 
of  new-born  babies.  Therefore,  after  her  father  had  his  vasectomy 
reversed,  her  mother,  at  age  43,  became  pregnant  and  gave  birth 
to  a  baby  girl,  who  miraculously  was  a  match.  Anissa  underwent 
transplantation  utilizing  cells  that  were  collected  from  the  umbili- 
cal cord  in  the  hour  of  her  sister's  birth.  That  was  5  years  ago.  The 
sister  became  a  donor  within  the  first  minutes  of  her  life. 

Robin  Frasier.  Like  the  others  whom  I  have  introduced  you  to, 
Robin  Frasier  had  a  form  of  leukemia  for  which  there  was  no  cura- 
tive therapy.  And  she  had  no  donor  of  any  kind.  However,  labora- 
tory studies  at  that  time  were  helping  us  understand  the  molecular 
abnormalities  present  in  her  leukemia.  Other  research  which  was 
also  government  funded,  showed  us  how  therapy  with  interferon 
can  sometimes  lead  to  remissions  of  her  disease. 

Five  years  ago,  Robin  underwent  transplantation  utilizing  her 
own  bone  marrow  that  had  been  put  into  remission.  She  was  one 
of  the  first  patients  in  the  whols  world  to  undergo  such  a  therapy. 
Without  the  work  of  investigators  and  laboratories  working  to- 
gether, she  would  not  be  alive  today,  she  would  not  be  practicing 
medicine,  she  would  not  have  seen  her  children  married,  nor  her 
grandchildren  born. 

Mushtaque  Jivani.  Mushtaque  holds  a  very  special  place  in  the 
world  of  cancer  research  and  marrow  transplantation,  because  he 
is  the  longest  living  transplant  patient  in  the  City  of  Hope's  pro- 
gram, having  been  transplanted  over  20  years  ago  for  treatment  of 
leukemia.  At  that  time,  the  therapy  was  just  developing,  and  the 
scientists  in  laboratories  to  help  design  it  were  not  sure  of  its  out- 
come. The  heroism  he  showed  in  trusting  scientists  and  physicians 
to  develop  a  therapy  to  treat  his  fatal  disease  is  one  reason  he  is 
here  today.  Another  is  that  there  was  funding  to  do  that  research. 
And  the  third  is  that  the  medical  care  system  allowed  him  access 
to  these  approaches. 

In  closing,  Senator  Specter,  I  appreciate  your  allowing  me  the  op- 
portunity to  be  here  today.  It  says  in  the  Hebrew  Talmud  that  he 
who  saves  a  life  saves  the  whole  world.  You  should  not  underesti- 
mate for  a  moment  the  role  that  the  Federal  Government  has  had 
in  funding  cancer  research  has  had  on  supporting  that  observation. 

PREPARED  STATEMENT 

On  behalf  of  my  scientific  and  clinical  colleagues,  on  behalf  of  the 
patients  standing  before  you,  and  on  behalf  of  those  who  love  them 
and  still  have  them  in  their  lives,  we  all  thank  you  for  your  efforts 
on  their  behalf,  and  I  would  ask  their  families  to  now  stand  with 
them.  [Applause.l 

[The  statement  follows:! 

Prepared  Statement  of  Stephen  J.  Forman,  M.D. 

Thank  you,  Senator  Specter,  for  the  opportunity  to  speak  to  you  and  your  commit- 
tee concerning  the  important  issue  of  cancer  research  and  the  saving  of  lives  from 
this  disease.  By  way  of  introduction,  I  am  Dr.  Stephen  Forman,  physician-in-chief 
at  City  of  Hope  National  Medical  Center,  which  is  designated  by  the  National  Can- 
cer Institute  as  a  Clinical  Cancer  Research  Center.  I  direct  the  Department  of  He- 
matology and  Bone  Marrow  Transplantation  and  am  a  staff  physician  in  the  depart- 
ment of  Medical  Oncology  and  Therapeutics  Research.  I  am  also  principal  investiga- 
tor on  a  five-year,  $14  million  NCI  program  project  grant  on  transplantation  for  leu- 


66 

kemia  and  lymphoma,  a  grant  which  supports  many  clinical  and  basic  investigators 
devoted  to  basic  cancer  research  and  innovative  cancer  therapy. 

For  20  years,  my  colleagues  at  City  of  Hope  and  I  have  been  involved  in  research, 
both  in  the  laboratory  and  at  the  patient  bedside,  which  has  focused  on  understand- 
ing cancer  in  humans  and  developing  ways  to  control  it  and  ameliorate  the  suffering 
it  causes.  When  I  first  began  my  work,  very  few,  if  any,  patients  for  whom  I  cared 
survived.  They  all  succumbed  to  the  disease.  This  was  a  driving  force  in  my  choos- 
ing a  career  dedicated  to  the  development  of  innovative  therapies  that  translate  into 
extending  and  saving  lives  from  cancer. 

I  am  proud  to  say  that  the  medical  community  has  made  great  advances  in  the 
past  two  decades  thanks  to  the  partnership  between  physicians,  patients,  and  the 
scientific  community.  This  progress  is  directly  attributable  to  the  linkage  there  has 
been  between  basic  research  into,  for  instance,  the  nature  of  the  cancer  cell,  as  well 
as  the  testing  of  new  research  knowledge  in  clinical  trials. 

This  progress  is  also  directly  attributable  to  the  funding  that  there  has  been  for 
such  basic  and  applied  research.  We  could  not  have  made  the  advances  we  have 
without  the  federal  government's  funding  of  cancer  research.  I  want  to  acknowledge 
that,  to  express  my  appreciation  for  it — and  to  emphasize  that  continued  progress 
will  depend  upon  continued  federal  support  for  cancer  research. 

The  reality  is  that  limited  funding  for  cancer  research  is  the  major  obstacle  to 
more  rapid  progress  in  the  fight  against  this  disease.  For  many  years,  my  colleagues 
and  I  have  served  on  research  panels  where  excellent  proposals  are  turned  down 
for  lack  of  funding — with  the  result  that  promising  research  goes  undone.  It  is  not 
the  absence  of  ideas  that  limits  the  pace  at  which  we  can  save  lives  from  cancer, 
it  is  the  absence  of  funding  to  examine  and  test  new  ideas.  An  idea  unexplored  is 
a  life  lost. 

The  critical  factor  of  funding  is  of  particular  importance  now  as  molecular  genet- 
ics and  the  immunology  of  malignancy  are  just  beginning  to  provide  remarkable  new 
information,  important  to  all  of  us. 

What  is  sometimes  difficult  to  understand  is  that  it  often  requires  progress  in  di- 
verse fields  of  study  to  develop  a  therapy  that  is  the  difference  between  a  patient 
living  or  dying — a  person  who  may  be  our  parent,  our  friend,  our  co-worker,  our 
spouse,  or  our  child.  The  path  to  a  breakthrough  may  start  in  a  distant  place  and 
take  a  course  we  can't  foretell.  Sometimes  it  begins  on  a  blackboard  in  a  laboratory 
that  leads  to  a  proposal  to  a  research  organization,  to  the  funding  of  a  young  post- 
doctoral fellow  whose  energy  is  matched  by  his  creativity,  which  leads  to  a  labora- 
tory experiment  whose  implications  are  noted  by  a  physician  investigator  who  works 
with  that  scientist  to  develop  a  therapy  and  a  trial  which  is  then  offered  to  a  patient 
who  comes  to  us  for  help. 

I  decided,  today,  not  to  present  to  you  cold  statistics  about  such  patients,  but  rath- 
er to  introduce  you  to  some  of  these  individuals;  people  who  would  have  been 
doomed  by  their  disease  were  it  not  for  research  studies  that  not  only  saved  their 
lives  but  became  the  basis  for  therapies  that  have  helped  others. 

As  I  introduce  each  of  these  six  people  and  ask  her  or  him  to  stand,  please  be 
aware,  Senator  Specter,  that  the  person  you  see  is  alive  before  you  today  because 
of  funded  basic  and  translational  medical  research  and  because  they  had  access  to 
investigational  therapies. 

SHARI  KAHANE 

Shari  Kahane  is  a  physician  who  developed  advanced  breast  cancer  four  years 
ago.  She  is  alive  today  because  of  research  that  helped  us  understand  the  difference 
between  her  breast  cancer  and  that  which  occurs  in  other  women  and  the  specific 
need  for  a  more  innovative  and  intensive  therapy.  Studies  which  were  done  in  can- 
cer pharmacology,  cancer  genetics,  and  stem  cell  biology  were  combined  to  develop 
a  new  transplant  therapy  for  breast  cancer. 

Dr.  Kahane  is  able  to  continue  her  work  on  behalf  of  other  women  with  breast 
cancer — and  is  alive  to  raise  her  children — because  we  had  the  funding  to  combine 
research  from  different  areas  to  advance  treatment. 

YOCHEVED  ROSENTHAL 

Yocheved  Rosenthal  was  diagnosed  with  leukemia  at  the  time  of  the  birth  of  one 
of  her  children.  As  a  new  life  entered  the  world,  her  life  was  on  the  line.  Yocheved 
needed  a  bone  marrow  transplant  from  a  family  donor.  Despite  our  tireless  efforts 
to  improve  the  procedure  and  make  it  safer,  transplantation  from  donors  is  fraught 
with  danger.  With  funding  from  the  federal  government,  she  was  able  to  enter  sev- 
eral innovative  trials,  each  designed  to  decrease  complications  and  reduce  the 
chances  that  the  disease  would  come  back. 
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One  of  the  major  complications  that  faced  Yocheved  and  other  patients  was  pneu- 
monia. At  that  time,  pneumonia  claimed  one  out  of  every  five  patients  who  was 
transplanted.  However,  an  NCI  funded  study  helped  us  develop  a  therapy  that  has 
nearly  ehminated  post-BMT  pneumonia. 

Yocheved  had  a  long  and  arduous  battle,  but  she  has  recovered.  Her  life  was 
saved,  and  in  turn  she  has  saved  another  life  by  adopting  an  unwanted  child  who 
has  joined  her  family — providing  a  son  to  her  and  her  husband  and  a  brother  to  her 
other  children. 

CINDY  LADEN 

Cindy  Ladin  had  a  disease  called  chronic  myelogenous  leukemia.  When  I  began 
my  work  in  oncology,  there  was  no  cure  for  CML.  All  patients  with  the  disease  died. 
That  was  before  the  development  of  bone  marrow  transplantation — which  has  cured 
many  patients  with  otherwise  incurable  diseases.  BMT  is  the  single  most  com- 
plicated therapy  we  do  in  medical  oncology  and  it  is  dependent  upon  basic  labora- 
tory research  knowledge  derived  from  many  fields  including  immunology,  tumor  bi- 
ology, radiation  biology  and  immunogenetics. 

Cindy  needed  a  BMT  but  she  had  no  donor  within  her  family.  Fortunately, 
though,  she  benefited  from  laboratory  work  that  had  studied  the  genes  which  con- 
trol our  immune  response — this  research  proved  to  be  useful  in  identifying  bone 
marrow  matches  from  the  general  population.  Again,  this  ability  to  apply  research 
knowledge  from  one  area  to  a  different  area  has  meant  the  difference  between  life 
and  death  for  many  people.  In  this  case,  it  led  to  the  development  of  the  National 
Marrow  Donor  Program,  a  registry  in  which  there  are  currently  nearly  3  million  vol- 
unteer marrow  donors. 

In  Cindy's  case,  after  a  year  of  searching,  a  woman  in  New  Hampshire  was  found 
to  be  a  match  and,  although  she  had  never  met  Cindy,  she  felt  the  need  to  give. 
They  met  for  the  first  time  one  year  after  transplant.  Because  of  scientific  achieve- 
ments and  a  Samaritan  donor,  Cindy  is  alive,  in  remission,  and  leading  a  normal 
life  as  mother  to  her  children  and  wife  to  her  husband,  Hal. 

ANISSA  AYALA 

Anissa  Ayala  is  someone  who  taught  us  what  the  combination  of  scientific  inves- 
tigation and  hops  can  achieve.  Like  Cindy  Ladin,  she  had  CML  and  did  net  have 
a  family  donor.  Unlike  Cindy,  however,  none  could  be  found  for  her  in  the  national 
registries. 

However,  research  which  was  being  performed  at  that  time  showed  that  stem  cells 
that  we  have  in  our  bodies  are  also  present  in  the  umbilical  cord  of  newborn  babies. 
Therefore,  after  a  reversal  of  her  father's  vasectomy,  at  age  43  her  mother  gave 
birth  to  a  baby  girl  who,  miraculously,  was  a  match  to  her.  Anissa  underwent  trans- 
plantation utilizing  cells  that  we  collected  from  the  umbilical  cord  of  her  newborn 
sister.  Her  sister  became  a  donor  within  minutes  of  her  birth. 

That  was  five  years  ago. 

ROBIN  FRASIER 

Robin  Frasier  also  had  a  disease  for  which  no  curative  therapy  other  than  trans- 
plant was  known  to  exist  but,  unlike  Cindy  and  Anissa,  did  not  have  a  donor  of  any 
kind. 

However,  studies  by  scientists  such  as  Dr.  Owen  Witte  and  others  helped  us  un- 
derstand the  molecular  abnormalities  present  in  the  form  of  leukemia  she  had. 
Other  research,  which  was  also  federal  government  funded,  showed  us  how  therapy 
with  Interferon  can,  in  some  patients,  lead  to  remissions  of  the  disease  and  offer 
opportunity  for  a  transplant. 

Five  years  ago,  Robin  underwent  transplant  utilizing  her  own  bone  marrow  that 
had  been  put  into  remission  by  Interferon.  At  that  time,  she  was  among  the  first 
patients  in  the  world  to  undergo  such  a  therapy.  Without  the  work  of  many  inves- 
tigators and  laboratories  working  together  to  develop  a  therapy  for  an  otherwise  in- 
curable disease,  Robin  would  not  be  alive  today.  She  would  not  be  practicing  medi- 
cine. She  would  not  have  seen  her  children  married  and  she  would  not  have  reveled 
in  the  birth  of  her  grandchildren. 

MUSHTAQUE  JTVANI 

Mushtaque  Jivani  holds  a  very  special  place  in  the  world  of  cancer  therapy  and 
marrow  transplantation.  He  is  the  longest  living  transplant  patient  in  our  program, 
having  had  a  transplant  20  years  ago  for  treatment  of  leukemia.  At  that  time,  the 
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therapy  was  just  developing  and  the  scientists  in  the  laboratories  that  helped  design 
it  were  not  completely  certain  of  its  outcome.  The  heroism  Mushtaque  showed  in 
trusting  scientists  and  physicians  to  develop  the  therapy  to  treat  his  fatal  disease 
is  one  reason  he  is  here  today.  Another  reason  is  that  there  was  funding  for  those 
scientists  and  physicians  to  follow  where  their  intuition  and  intellect  led  them.  It 
is  upon  Mushtaque's  shoulders  that  all  transplant  patients  stand  because  the  suc- 
cess we  had  with  his  disease  is  what  led  to  the  development  of  curative  therapies 
for  all  of  the  patients  you  see  here  today  and  who  are  represented  in  many  other 
cancer  centers  around  the  United  States. 

Each  of  the  people  I  have  been  privileged  to  introduce  to  you  are  unique  and  spe- 
cial to  us.  Sadly,  I  could  tell  you  stories  of  other  patients  who,  because  of  our  igno- 
rance, I  am  unable  to  introduce  you  to;  for  each  of  the  patients  you  see  here  today, 
there  are  others,  had  we  known  what  we  know  today,  would  be  alive  to  join  us.  For 
us,  every  breakthrough  has  an  exhilaration  that  we  can  use  to  save  a  life  but  also 
the  realization  that  had  we  only  known  sooner,  how  much  more  we  could  have  done 
for  others.  It  is  clear  to  me,  in  talking  with  colleagues  around  the  world,  that  there 
are  very  exciting,  compelling  ideas  yet  to  be  tested  that  wait  in  line  for  funding  to 
allow  them  to  do  their  work.  In  some  cases,  good  ideas  will  never  be  funded,  young 
investigators  will  be  discouraged,  and  we  all  lose  in  that  process. 

It  says  in  the  Hebrew  Talmud  that  "He  who  saves  a  life  saves  the  whole  world". 
In  the  people  I  have  had  the  privilege  of  introducing  to  you  today,  we  all  see  the 
truth  of  that.  Children  keep  their  parents  and  parents  do  not  lose  their  children, 
husbands  their  wives,  each  other,  brothers  and  sisters  and  communities,  their 
friends  and  colleagues. 

While  the  six  people  you  see  standing  before  you  now,  Senator  Specter,  represent 
the  success  that  can  flow  from  funded  research,  I  must  tell  you  that  I  am  worried. 
This  is  a  difficult  time  for  cancer  research.  Not  only  is  funding  limited,  but  the  cur- 
rent health  care  system  of  managed  care  is  a  very  reluctant  partner  in  this  process. 
Some  in  managed  care  think  of  physicians  as  vendors,  patients  as  customers,  and 
scientists  as  a  drag  on  their  bottom  line.  The  current  system  implies  that  we  know 
all  we  need  to  know — an  attitude  that  robs  future  patients  of  the  hope  that  research 
brings. 

In  the  current  environment,  none  of  the  patients  you  see  here  today  would  prob- 
ably be  able  to  get  authorization  for  the  therapy  that  saved  their  lives,  regardless 
of  its  rationale  or  the  hope  it  provides.  In  this  callous  environment,  it  is  vitally  im- 
portant not  only  that  research  funding  is  adequate,  but  that  the  health  care  system 
does  not  deny  patients  access  to  something  that  may  save  their  lives  just  because 
it  is  investigational.  People  with  potentially  fatal  diseases  should  not  have  to  battle 
both  their  disease  and  a  system  that  bars  them  from  access  to  what  might  help 
them. 

In  closing,  Senator  Specter,  I  want  again  to  express  my  appreciation  for  this  op- 
portunity to  testify  and  for  the  federal  government's  support  of  cancer  research.  I 
hope  that  you  understand,  by  the  presence  of  these  very  heroic  people  with  me 
today,  how  critical  and  personal  is  our  challenge. 

Thank  you. 

FUNDING 

Senator  Specter.  Dr.  Forman,  that  is  indeed  impressive.  And 
you  have  offered  a  fair  amount  to  refute  the  headline  in  the  USA 
Today  on  the  questions  raised.  And  we  will  discuss  that  when  we 
conclude  the  panel.  And  it  is  very  impressive  indeed. 

When  you  talk  about  funding,  we  have  increased  funding  on  NIH 
and  on  cancer.  It  has  gone  up  exponentially,  to  now  $2.3  billion, 
out  of  the  $12.7  billion  in  NIH.  And  those  increases  have  come  in 
the  last  15  years,  notwithstanding  budget  cuts  in  almost  every 
other  area,  regardless  of  Democratic  or  Republican  administrations. 

When  Senator  Weicker  chaired  the  subcommittee,  funding  went 
up.  When  Senator  Chiles,  now  Governor  Chiles,  chaired  the  sub- 
committee, funding  went  up.  When  Senator  Harkin  chaired  the 
subcommittee,  funding  went  up.  And  in  my  first  2  years  as  chair, 
the  funding  has  gone  up.  I  am  determined  to  see  it  go  up  again. 
But  we  have  our  work  cut  out  for  us,  because  the  overall  budget 
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allocation  for  health  has  been  cut  by  $100  million  for  the  next  fiscal 
year.  It  is  important  to  put  our  spending  priorities  back  on  track. 

Dr.  FORMAN.  We  would  be  privileged  to  help  you. 

Senator  Specter.  Good. 

STATEMENT  OF  DIANE  KEATON,  ACTRESS,  LOS  ANGELES,  CA 

Senator  Specter.  We  turn  now  to  a  very  distinguished  actress, 
director  and  producer,  Ms.  Diane  Keaton.  Her  acting  career  spans 
some  25  movie  greats.  She  received  an  Academy  Award  for  her 
spectacular  role  in  "Annie  Hall,"  in  the  "Godfather"  trilogy.  She  has 
a  recent  smash  hit,  the  "First  Wives  Club."  She  had  her  perform- 
ance in  '"Marvin's  Room",  which  earned  her  an  Academy  Award 
nomination. 

And  I  withstood  the  temptation  to  ask  Dr.  Forman  how  the  pa- 
tient in  "Marvin's  Room"  bears  on  this  issue,  but  we  will  let  you 
take  it  up  if  you  choose  to,  Ms.  Keaton.  We  are  delighted  to  have 
you  here,  and  the  floor  is  yours. 

Ms.  Keaton.  Thank  you  very  much. 

Chairman  Specter,  of  course  it  is  an  honor  to  testify  before  you 
today.  I  think  I  speak  for  a  lot  of  people  about  my  experience  with 
cancer.  It  started  when  my  grandmother  Keaton  got  colon  cancer, 
which  metastasized  into  her  liver  and  took  her  life.  Then  my  moth- 
er's father,  who  I  never  met,  died  of  lung  cancer.  Then  Grammy 
Hall  had  a  breast  removed.  Then  Auntie  Martha  had  a  form  of  skin 
cancer  which  forced  her  to  have  her  nose  literally  taken  off  her 
face. 

But  the  worst  of  all  happened  when  my  sister  Robin  called  me 
in  Rome,  where  I  was  shooting  "Godfather  Part  3",  and  told  me  dad 
had  a  brain  tumor,  something  called  a  glioma,  and  it  looked  bad. 
It  was  bad.  We  did  all  the  things  we  were  told  to  do.  We  went  to 
UCLA.  That  always  sounds  good.  He  was  put  on  some  experi- 
mental treatment,  which  used  a  combination  of  chemotherapy,  spe- 
cial chemotherapy,  and  radiation. 

These  so-called  therapies,  which  were  developed  to  prolong  life, 
were  terrifying.  The  cumbersome  machine,  baking  200  RAD's  twice 
a  day  into  my  father's  head  for  5  weeks,  and  his  odd  courage  while 
living  under  the  rein  of  a  tumor,  rapidly  enveloping  his  frontal 
lobe,  seemed  impossible  to  believe.  After  dad  prematurely  flunked 
the  program,  he  was  driven  home  in  an  ambulance  to  be  more  com- 
fortable. For  my  family,  an  air  of  disbelief  about  dad's  future  filled 
our  lives  with  the  depressing  kind  of  hope,  a  stagnant  hope,  and 
basically  it  was  a  hope  of  no  hopes. 

My  sisters,  Robin  and  Dorrie,  and  my  mother,  Dorothy,  and  I  rit- 
ualistically  watched  for  any  improvement.  He  might  get  better;  you 
never  know.  But  dad  was  looking  more  wounded,  more  broken, 
more  like  the  dozens  of  dazed  birds,  who,  over  the  years,  had  flown 
into  mom's  plate  glass  window,  never  knowing  what  hit  them. 

My  father's  failure  to  live  up  to  the  program's  requirements  was 
obvious,  as  he  gently  reeled  through  the  kitchen,  his  6-foot  frame 
barely  held  up  under  the  uneasy  steps  his  skinny  legs  took  him. 
Soon  he  stopped  walking  altogether.  Dad's  death  was  devastating. 
I  am  not  ashamed  to  say  that  it  was  the  most  overwhelmingly  sad 
experience  of  my  life.  But  I  am  ashamed  to  say  that  in  the  wake 
of  dad's  death,  I  developed  a  terrible,  horrible  fear  of  cancer.  This 
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fear  kind  of  shut  me  down.  I  tried  very  hard  to  keep  cancer  out  of 
my  life.  But,  of  course,  it  would  not  go  away. 

After  dad's  death,  I  directed  my  first  feature.  It  was  about  a  fam- 
ily struggling  with  the  loss  of  a  mother  who  succumbs  to  cancer. 
Two  years  later,  I  played  the  part  of  Bessie,  in  "Marvin's  Room", 
who  learns  she  has  leukemia,  and  more  than  likely  will  die  from 
cancer.  Spending  3  months  of  my  life  pretending  to  be  somebody 
who  has  cancer  was  not  fun.  It  was  not  fun.  But  beyond  the  suffer- 
ing required  of  the  part  came  a  kind  of  guilty  joy,  knowing  that  the 
movie  would  end  and  I  did  not  have  to  live  with  cancer  on  my  back 
anymore. 

But  it  did  not  go  away.  The  fear  kept  creeping  back  in  the  form 
it  always  takes  with  me — avoidance.  Do  not  go  to  the  doctor,  do  not 
get  a  mammogram,  do  not  even  read  about  ovarian  cancer;  you 
might  get  it. 

I  know  that  there  are  millions  of  people  like  me  who  wake  up 
in  the  middle  of  the  night  in  a  panic,  convinced  that  they  have  can- 
cer; then  get  up  in  the  morning  and  do  nothing  about  it.  Like  me, 
they  know  cancer  has  had  the  last  say  all  too  often.  It  is  every- 
where. It  is  lurking  behind  every  corner  you  turn.  It  is  secretly 
waiting  to  jump  out  at  you  in  order  to  take  your  life  away.  You  do 
not  fight  cancer.  What  is  the  point? 

Not  only  does  cancer  frequently  kill  the  people  who  have  it,  but 
it  also  crushes  the  fighting  spirit  in  those  of  us  who  are  too  afraid 
to  even  think  about  the  word  in  connection  with  ourselves.  And 
that  is  what  fear  can  do  to  you.  It  can  squelch  your  curiosity.  It 
can  strip  you  of  your  courage.  It  can  eat  your  soul.  But,  most  im- 
portantly, it  can  tear  away  at  your  ability  to  hope.  And  without 
hope,  where  does  the  motivation  to  fight  back  come  from? 

Now,  I  do  not  know  how  many  of  you  know  Sherry  Lansing,  but 
she  is  a  very  persuasive  person.  She  is  seductively  persuasive.  We 
had  lunch  several  months  ago  to  celebrate  our  good  fortune  with 
the  success  of  the  "First  Wive's  Club."  At  some  point,  you  know,  I 
brought  up  the  name  of  the  mutual  acquaintance  who  had  recently 
been  diagnosed  with  a  brain  tumor;  IY2  hours  later,  Sherry  had 
convinced  me  to  testify  before  you  today.  Now  that  is  an  amazing 
sell  job.  Because  this  is  the  last  place  I  want  to  be.  [Laughter.] 

Since  fear  obviously  is  at  the  core  of  my  speech,  I  figured  I  would 
just  pick  out  a  few  of  the  terrifying  highlights  that  I  forced  myself 
to  read  in  preparation  to  come  to  you  today,  in  hopes  that  you,  Sen- 
ator Specter — and  now  I  know  you — are  not  like  me,  too  scared  to 
fight  cancer.  OK,  here  we  go.  I  know  you  have  heard  this  before, 
but  I  am  going  to  say  it,  because  it  just  floored  me.  OK 

One-half  of  all  American  men  and  one-third  of  all  American 
women  will  be  struck  by  the  horror  of  being  diagnosed  with  cancer 
during  their  lives,  one-fourth  of  all  Americans  will  one  day  die  from 
cancer;  more  than  1,500  people  every  day  die  from  cancer,  and  dur- 
ing this  period  that  this  Senate  hearing  is  in  session,  161  Ameri- 
cans will  have  died  from  cancer. 

The  number  of  cancer  deaths  per  year  exceeds  all  U.S.  combat 
deaths  in  all  wars  of  this  century.  And  listen  to  this  one — this  is 
the  one  that  got  me — it  would  take  five  Boeing  747  jumbo  jets 
crashing  every  day  for  a  year  to  equal  the  half-million  Americans 
who  die  each  year  from  cancer.  Now  that  one  really  got  me.  I  mean, 
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pick  your  favorite  fear,  double,  triple,  quadruple  the  likelihood  that 
cancer  is  going  to  get  you  instead. 

And,  finally,  this:  Obviously,  if  we  doubled  our  effort  on  cancer 
research  today,  it  would  still  cost  less  than  one-third  of  our  space 
efforts  and  only  one-twentieth  of  the  cost  of  the  gulf  war.  I  mean, 
to  me,  this  is  not  right.  This  does  not  cut  it.  And  even  I  know  that. 
Even  me,  in  my  fear-ridden  stupor,  I  know  that  that  is  not  good 
enough.  We  all  deserve  a  better  effort.  We  have  got  to  keep  trying 
and  keep  spending  time,  effort  and  most  importantly,  the  big  M, 
money,  to  destroy  the  big  C,  cancer. 

I  am  just  saying,  to  me,  do  not  wait.  Do  not  wait  until  the  day 
it  strikes  you  or  your  family  or  somebody  you  care  about.  Because 
then  it  is  going  to  be  too  late.  So  let  us  spend  now  for  the  future — 
yours,  ours,  and  everyone's. 

Senator  Specter.  Thank  you  very  much.  [Applause.] 

Thank  you  very  much,  Ms.  Keaton.  May  I  ask  how  old  your  fa- 
ther was? 

Ms.  Keaton.  He  was  68. 

Senator  Specter.  Well,  I  had  been  on  the  subcommittee  for  more 
than  a  decade  when  I  insisted  on  an  MRI.  I  had  no  discernible 
symptoms,  according  to  the  doctors.  My  shirts  were  a  little  tight 
and  I  had  light  pains  running  up  and  down  the  side  of  my  head. 
All  sorts  of  tests  did  not  show  anything,  but  I  knew  about  an  MRI 
and  I  said  I  wanted  the  one.  They  said,  well,  you  do  not  need  one. 
I  said,  but  I  want  one.  They  said,  well,  you  are  not  going  to  have 
one.  And  I  insisted  and  I  got  one. 

And  I  am  aware  of  the  fact  that  I  am  in  a  little  better  position 
to  insist  than  most  people.  And  the  MRI  showed  a  meningioma, 
which  was  benign.  But  I  was  shocked  to  learn  that  we  only  have 
had  the  MRI  since  1984.  And  without  going  into  any  detail,  my 
own  personal  experience  brought  me  into  contact  with  many,  many 
details  of  the  evolving  wonders  of  research,  which  I  had  been  vot- 
ing for,  for  more  than  a  decade.  So  it  comes  very  close  to  home 
when  it  is  in  your  head,  or  in  your  heart,  or  in  your  family. 

Ms.  Keaton.  Thank  you. 

Senator  Specter.  Thank  you. 

STATEMENT  OF  OLIVIA  NEWTON-JOHN,  ACTRESS,  BEVERLY  HILLS,  CA 

Senator  Specter.  We  now  turn  to  Ms.  Olivia  Newton-John,  an 
accomplished  actress  and  recording  star,  recognized  throughout  her 
musical  career  with  numerous  awards,  including  the  Country 
Music  Association's  top  female  vocalist  of  the  year;  honored  at 
Buckingham  Palace  by  Queen  Elizabeth  II,  where  she  received  the 
prestigious  Order  of  the  British  Empire.  She  is  best  known,  per- 
haps, for  her  starring  role  in  "Grease." 

In  June  1992,  she  became  the  spokesperson  and  goodwill  ambas- 
sador for  the  Children's  Health  and  Environmental  Coalition.  And 
last  October,  she  hosted  a  cable  special,  "Lifetime  Applauds  the 
Fight  Against  Breast  Cancer." 

Welcome,  Ms.  Newton-John,  and  we  look  forward  to  your  testi- 
mony. 

Ms.  Newton-John.  Thank  you.  I  am  very  pleased  to  be  here  and 
be  a  part  of  this  panel  this  morning.  In  fact,  I  am  pleased  to  be 
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anywhere,  for  I  am  one  of  the  lucky  ones.  I  am  a  survivor  of  breast 
cancer,  and  not  everyone  is  as  lucky  as  I  am. 

I  think  that  if  you  told  me  a  few  years  ago  that  I  would  be  dis- 
cussing something  so  personal  in  public,  something  so  intimate  as 
this,  I  would  have  cringed.  But  I  know  that  I  need  to  speak  out  and 
something  must  be  done.  In  1992,  I  was  diagnosed  with  breast  can- 
cer. There  is  no  history  of  breast  cancer  in  my  family.  I  was,  I 
thought,  a  very  healthy  person.  So  if  it  can  happen  to  me,  it  can 
happen  to  anybody. 

My  treatment  was  a  modified  radical  mastectomy,  and  I  had  re- 
construction on  the  table,  followed  by  a  6-month  course  of  chemo- 
therapy. Now,  5  years  away  from  surgery  and  chemotherapy  and 
breathing  a  little  easier,  I  am  really  examining  what  caused  my 
cancer.  I  did  not  smoke  or  drink.  I  exercised,  and  I  always  ate  plen- 
ty of  my  fruits  and  vegetables.  But  maybe,  was  it  in  my  fruits  and 
vegetables,  in  the  enormous  amounts  of  pesticides  sprayed  on  our 
crops?  Is  it  in  the  polluted  air  that  I  breathe  when  I  am  running? 
Is  it  in  the  water  I  drink,  from  the  estrogen-mimicking  hormones 
from  plastics? 

I  understand  that  the  Government  has  spent  more  than  one- 
quarter  of  a  billion  dollars  since  the  official  war  on  cancer  began 
under  President  Nixon.  Some  two  decades  into  this  war,  we  still  do 
not  have  a  cure  for  the  most  common  forms  of  the  disease.  In  addi- 
tion, scientists  cannot  tell  us  why  cancer  continues  to  strike  in  chil- 
dren, why  more  and  more  women  are  diagnosed  with  breast  cancer, 
and  why  more  young  men  are  acquiring  testicular  cancer. 

Of  course,  we  need  to  allocate  more  money  to  cancer  research, 
and  we  do  need  more  effective  treatments  for  the  1.5  million  people 
who  will  be  diagnosed  this  year.  But  we  must  be  careful  to  insist 
that  a  large  part  of  whatever  moneys  are  allocated  be  spent  on  fig- 
uring out  how  to  prevent  this  disease  and  why  is  it  happening. 

It  is  clear  that  doctors  do  not  know  why  most  women  get  breast 
cancer.  Like  me,  they  have  none  of  the  known  risks  of  the  disease. 
Inherited  genetic  defects  only  account  for  about  1  in  10  cases.  And 
experts  can  only  explain  about  25  percent  of  these  cases. 

Since  1971,  scientists  have  known  that  cancer  is  caused  by 
changed  genes  which  control  cell  growth.  But  my  question  is,  what 
causes  this  gene  to  mutate  in  the  first  place?  What  triggers  it? 

I  believe  we  need  to  be  looking  for  the  causes  in  our  environ- 
ment. We  know  for  a  fact  that  smoking  can  cause  lung  cancer.  We 
need  to  spend  research  money  finding  these  links  in  your  daily 
lives. 

There  are  two  key  environmental  problems  that  may  be  linked 
to  breast  cancer.  First,  radiation.  Everything  from  nuclear  fallout 
to  routine  x  rays.  And,  second,  carcinogens  and  toxic  chemicals 
found  in  pesticides,  fuels,  plastics,  and  even  some  therapeutic 
drugs.  We  simply  must  find  funds  for  the  research  that  will  give 
us  the  answer  to  these  life  and  death  questions. 

I  was  relatively  young  when  I  was  diagnosed.  And  a  mammo- 
gram missed  my  tumor.  And  we  all  have  to  remember  that  mam- 
mograms, even  when  done  properly  and  in  the  best  institutions, 
simply  do  not  prevent  cancer;  they  only  detect  it  after  the  disease 
is  there.  And  for  women  like  me,  mammograms  can  miss  tumors. 
It  missed  mine. 
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I  am  first  a  mother,  a  survivor,  and  a  woman  who  cares  for  the 
planet  very  much.  And  we  are  poisoning  our  Mother  Earth,  and  we 
are  poisoning  ourselves.  And  there  is  recent  evidence  in  animals 
and  wildlife  that  indicates  that  a  number  of  widely  used  pesticides, 
fuels  and  plastics  and  drugs  can  disturb  the  body's  hormones.  And 
these  disturbances  could  also  be  keys  to  hormonal  cancers. 

Despite  the  obvious  importance  of  hormone-disrupting  materials, 
the  Federal  Government  has  spent  relatively  modest  amounts  of 
money  on  this  issue.  Not  only  must  more  money  be  allocated  to 
cancer  overall,  but  this  additional  money  must  be  spent  on  efforts 
to  understand  the  causes  of  and  to  prevent  the  disease. 

As  a  mother,  I  am  deeply  concerned  that  we  are  failing  to  protect 
our  children.  My  dear  friends,  Nancy  and  Jim  Chuda,  lost  their 
daughter,  Collette,  at  5  years  old,  to  Wilm's  tumor.  This  is  a  cancer 
that  has  been  shown  to  increase  in  children  whose  parents  have 
had  workplace  exposure  to  some  pesticides.  And  because  of  this 
personal  experience,  I  am  the  national  spokesperson  for  CHEC,  the 
Children's  Health  and  Environmental  Coalition,  a  national  move- 
ment on  behalf  of  children's  environmental  health. 

PREPARED  STATEMENT 

I  am  not  a  scientist.  I  am  a  concerned  mother  and  a  citizen.  And 
the  main  reason  I  am  here  is  to  say  that  we  need  to  spend  what- 
ever it  takes  to  stop  cancer.  And  I  know  that  with  additional  sup- 
port from  the  government  and  the  private  sector,  we  can  all  make 
this  happen.  So  that  when  my  daughter  looks  at  me  and  says, 
mummy,  am  I  going  to  get  breast  cancer,  I  can  say,  no.  [Applause.] 

[The  statement  follows:] 

Prepared  Statement  of  Olivia  Newton-John 

I  am  very  pleased  to  be  here  and  be  a  part  of  this  panel  this  morning — I  am  very 
pleased  to  be  anywhere,  for  I  am  one  of  the  lucky  ones.  I  am  a  survivor  of  breast 
cancer.  Not  everyone  is  as  lucky  as  I  am. 

I  think  that  had  you  told  me  a  few  years  ago  that  I  would  be  discussing  something 
so  personal  in  public,  something  so  intimate  as  this,  I  would  have  cringed. 

In  1992  I  was  diagnosed  with  breast  cancer.  My  treatment  was  a  modified  radical 
mastectomy  with  no  lymph  gland  involvement  and  I  had  reconstruction  on  the 
table  *  *  *  followed  by  a  6-month  course  of  chemotherapy. 

Five  years  away  from  surgery  and  chemotherapy,  and  breathing  a  little  easier, 
I  am  really  examining  what  caused  my  cancer.  I  didn't  smoke  or  drink.  I  exercised 
and  always  ate  fruits  and  vegetables.  Was  it  in  my  vegetables  from  the  enormous 
amounts  of  pesticides  sprayed  on  our  crops?  Was  it  in  the  polluted  air  that  I  breathe 
when  I  go  ru^xning?  Was  it  in  the  water  I  drank,  from  the  estrogen  mimicking  hor- 
mones from  plastics? 

I  understand  that  the  government  has  spent  more  than  a  quarter  billion  dollars, 
since  the  official  War  on  Cancer  began,  under  President  Nixon.  Some  two  decades 
into  this  War,  we  still  do  not  have  a  cure  for  the  most  common  forms  of  the  disease. 
In  addition,  scientists  can't  tell  us  why  cancer  continues  to  strike  in  children,  why 
more  and  more  women  are  diagnosed  with  breast  cancer,  and  why  more  young  men 
are  acquiring  testicular  cancer. 

Of  course,  we  need  to  allocate  more  money  to  cancer  research.  And  we  do  need 
more  effective  treatments  for  the  one  and  a  half  million  people  who  will  be  diag- 
nosed this  year.  But,  we  must  be  careful  to  insist  that  a  large  part  of  whatever  new 
monies  are  allocated  be  spent  on  figuring  out  how  to  prevent  this  disease. 

It  is  clear  that  doctors  don't  know  why  most  women  get  breast  cancer.  Like  me, 
they  have  none  of  the  known  risks  for  the  disease.  Inherited  genetic  defects  only 
account  for  about  1  in  10  cases.  Experts  can  only  explain  about  25  percent  of  the 
cases. 

Since  1971,  scientists  have  known  that  cancer  is  caused  by  a  change  in  genes 
which  controls  cell  growth.  But  my  question  is,  what  causes  this  gene  to  mutate  in 
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the  first  place?  What  triggers  it?  I  believe  we  need  to  be  looking  for  the  causes  in 
our  environment.  We  know  for  a  fact  that  smoking  can  cause  lung  cancer.  We  need 
to  spend  research  money  finding  links  in  our  daily  lives. 

There  are  two  key  environmental  problems  that  may  be  linked  to  breast  cancer. 
First,  radiation — everything  from  nuclear  fallout  to  routine  x  rays  and  secondly,  car- 
cinogens found  in  pesticides,  fuels,  plastics  and  even  some  therapeutic  drugs.  We 
simply  must  find  funds  for  the  research  that  will  give  us  the  answers  to  these  life 
and  death  questions. 

I  was  relatively  young  when  I  was  diagnosed.  And  a  mammogram  missed  my 
tumor.  We  all  have  to  remember  that  mammograms,  even  when  done  properly  and 
in  the  best  institutions,  simply  can  not  prevent  breast  cancer — and  for  women  like 
me,  mammograms  can  miss  tumors  like  they  missed  mine. 

I  am  first  a  mother,  a  survivor  and  a  woman  who  cares  for  the  planet  so  very 
much  and  we  are  poisoning  ourselves  and  our  earth.  There  is  recent  evidence  in  ani- 
mals and  wildlife  that  indicates  that  a  number  of  widely  used  pesticides,  fuels,  plas- 
tics, and  drugs,  can  disturb  the  body's  hormones.  These  disturbances  could  also  be 
key  to  hormonal  cancers. 

Despite  the  obvious  importance  of  hormone  disrupting  materials,  the  federal  gov- 
ernment has  spent  relatively  modest  amounts  of  money  on  this  issue.  Not  only  must 
more  money  be  allocated  to  cancer  over  all,  but  this  additional  money  must  be  spent 
on  efforts  to  understand  the  causes  of  and  to  prevent  the  disease. 

As  a  mother,  I  am  deeply  concerned  that  we  are  failing  to  protect  our  children. 
My  dear  friends  Nancy  and  Jim  Chuda  lost  their  precious  daughter,  Collete,  at  age 
5  to  Wilm's  tumor.  This  is  a  cancer  that  has  been  shown  to  be  increased  in  children 
whose  parents  have  had  workplace  exposure  to  some  pesticides.  Because  of  this  per- 
sonal experience  I  have  been  involved  in  CHEC,  (Children's  Health  &  Environ- 
mental Coalition)  a  national  movement  on  behalf  of  children's  environmental  health. 

I  am  not  a  scientist,  I  am  a  concerned  mother  and  citizen  and  the  main  reason 
I  am  here  is  to  say  that  we  need  to  spend  whatever  it  takes  to  stop  cancer  and  I 
know  that  with  additional  support  from  the  government  and  the  private  sector  we 
can  all  make  this  happen  so  that  when  my  daughter  looks  at  me  and  says  "Mummy 
am  I  going  to  get  breast  cancer?"  I  can  say  "no." 

IMPROVING  MAMMOGRAMS 

Senator  Specter.  Very  impressive.  Very  impressive.  How  old  is 
your  daughter,  Ms.  Newton-John? 
Ms.  Newton- John.  She  is  11. 

Senator  Specter.  When  you  talk  about  mammograms  and  mam- 
mograms missing  something,  a  lot  of  work  is  being  undertaken  to 
try  to  improve  mammograms.  And  of  course,  for  the  past  several 
years,  we  have  enlisted  the  CIA  to  help — on  their  detection  of 
piercing  the  clouds,  with  their  special  equipment — the  program  is 
called  missiles  to  mammograms — to  use  that  technology. 

For  the  last  2  years,  I  chaired  the  Intelligence  Committee  as  well 
as  this  subcommittee,  and  we  brought  some  extra  funding  in.  Dr. 
John  Deutch,  the  Director,  was  willing  to  put  an  extra  $2  million 
from  his  funds  into  trying  to  improve  mammogram  detection,  with 
the  special  techniques  which  the  CIA  had  developed. 

Dr.  Forman,  I  am  going  to  ask  your  patients  to  come  forward.  We 
have  rearranged  the  hearing  room  a  little  bit.  I  would  like  to  hear 
from  them.  It  is  a  little  unusual,  but  I  think  that  they  might  have 
something  to  add,  which  goes  to  the  issue,  which  is  very  topical 
today,  as  to  what  Dr.  Bailar  has  had  to  say  about  research  not 
being  significant. 

So  would,  at  this  time,  Ms.  Shari  Kahane,  Ms.  Rosenthal,  Ms. 
Ladin,  Ms.  Ayala,  and  Ms.  Frasier  come  forward.  We  do  not  intend 
to  put  you  on  the  spot,  and  we  know  you  are  not  prepared  to  tes- 
tify, but  I  think  it  might  be  useful. 

Aiid  Mr.  Jivani. 
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Dr.  Forman,  I  would  like  to  have  you  give  us  some  insights,  to 
the  extent  you  can,  on  the  benefits  of  research,  which  is  essentially 
what  Dr.  Bailar  is  contesting,  as  to  how  it  works  out  in  an  applica- 
tion with  your  own  patients  who  are  here  today,  and  perhaps  hear 
a  word  or  two  from  them  on  what  has  happened  to  them. 

Dr.  Forman.  I  think  in  each  case  that  I  introduced  each  person 
to  you  today,  we  used  something  in  their  care  that  was  derived 
from  a  laboratory  that  was  researching  cancer. 

Senator  Specter.  Something  that  was  successful  on  the  cancer 
research? 

Dr.  Forman.  The  phrase  we  use  is  translational  research,  taking 
observations  in  a  laboratory  and  trying  to  figure  out  how  they  can 
be  incorporated  into  diagnosis,  prevention,  or  therapeutics. 

Senator  Specter.  May  we  start  with  the  gentleman  who  is  the 
longest  survivor,  20  years,  as  articulated  by  you. 

Sheriff  Block,  could  you  hand  him  your  microphone?  Craig  Hig- 
gins  is  ahead  of  me,  as  is  Bettilou  Taylor,  as  usual,  our  committee 
staff.  Tell  us  a  little  bit  about  your  case.  When  did  you  first  know 
you  had  the  problem,  and  what  did  you  do  about  it? 

STATEMENT  OF  MUSHTAQUE  JIVANI 

Mr.  Jivani.  OK,  I  was  going  to  school  in  Indiana,  in  1976,  and 
I  was  sick  and  diagnosed  with  leukemia. 

Senator  Specter.  And  could  you  state  your  name,  please,  for  the 
record. 

Mr.  Jivani.  My  name  is  Mushtaque  Jivani. 

Dr.  Forman  told  me  that  you  are  going  to  die  today,  tomorrow 
or  in  a  week,  and  he  recommended  I  go  home  and  see  my  family, 
because  there  was  no  treatment  at  the  time  in  Indiana.  I  called  my 
brother  here,  and  he  said  why  do  not  we  bring  you  to  California, 
Los  Angeles,  and  we  try  something.  And  it  happened  that  they 
called  the  City  of  Hope,  and  they  admitted  me  the  very  next  day. 
I  went  through  the  chemotherapy  and  then  the  bone  marrow  trans- 
plant. 

Senator  Specter.  And  you  came  from? 

Mr.  Jivani.  I  came  from  Pakistan. 

Senator  Specter.  Pakistan. 

Mr.  Jivani.  I  was  going  to  school  in  Indiana. 

At  that  time,  I  had  my  transplant  in  December  1976.  They  just 
started  the  unit  there,  and  I  was  like  the  fourth  or  fifth  transplant 
patient  at  that  time.  Everything  was  new.  I  had  to  take  a  chance 
of  going  through  it.  Things  have  changed  since  then. 

Senator  Specter.  Dr.  Forman,  would  you  give  us  an  insight  as 
to  what  research  did  for  this  gentleman,  the  cancer  research? 

Dr.  Forman.  The  research  that  we  utilized  was  to  figure  out  how 
we  could  transplant  marrow  from  one  individual  to  another  and 
have  it  take.  He  received  a  transplant  from  his  brother,  who  we, 
through  laboratory  tests  that  had  been  worked  out,  was  found  to 
be  a  match.  If  we  could  not  identify  the  match,  we  could  not  have 
identified  that  he  could  have  a  transplant  from  a  donor. 

He  was  then  able  to  endure  very  high  doses  of  radiation  and 
chemotherapy  to  kill  the  cancer  and  have  his  own  marrow  and  im- 
mune system  replaced  by  someone  else's. 
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Senator  Specter.  I  would  like  to  go  into  more  detail,  but  I  want 
to  hear  from  the  others,  too.  And  if  we  might  move  to  Ms.  Shari 
Kahane,  who  is  a  physician,  and  developed  advanced  breast  cancer 
4  years  ago.  What  do  you  mean  by  advanced  breast  cancer?  Do  you 
mean  it  could  have  been  detected  earlier  and  was  not? 

Dr.  Forman.  I  think  the  biology  of  her  particular  cancer  was  very 
aggressive.  So,  at  time  of  diagnosis,  we  knew  it  was  extensive. 

Senator  Specter.  Research  developed  an  understanding  as  to  the 
difference  between  her  breast  cancer  and  that  which  occurs  in 
other  women,  according  to  your  testimony,  and  the  specific  need  for 
more  innovative  and  intensive  therapy.  What  did  the  research  do 
specifically  there? 

Dr.  Forman.  It  showed  us  that  if  we  could  use  the  chemotherapy 
available  at  that  time,  her  chances  of  survival  were  20  percent. 
And  by  using  innovative  methods  of  cancer  therapy  that  had  been 
developed  on  research  protocols,  we  were  able  to  intensify  the  ther- 
apy and  increase  the  survival  to  70  percent. 

STATEMENT  OF  DR.  SHARI  KAHANE 

Senator  Specter.  Dr.  Kahane,  let  us  hear  from  you.  You  are  a 
physician  yourself. 
Dr.  Kahane.  Yes,  Mr.  Specter. 

Senator  Specter.  How  did  you  first  discover  your  breast  cancer? 
What  happened  to  you?  How  were  you  treated? 

Dr.  Kahane.  First,  I  would  like  to  thank  you  very  much  for  being 
able  to  listen  to  us.  I  truly  appreciate  it. 

My  breast  cancer  was  misdiagnosed  for  a  long  time  by  several 
physicians.  I  had  been  nursing  my  son,  who  is  here  with  me  today, 
and  it  was  missed  for  a  long  time.  Like  Ms.  Newton-John,  it  did 
not  show  up  on  mammography.  And  at  the  time  of  diagnosis,  it  was 
extensive. 

Senator  Specter.  Did  not  show  up  on  mammography? 
Dr.  Kahane.  It  did  not  show  up. 
Senator  Specter.  Do  you  know  why? 

Dr.  Kahane.  I  had  been  nursing  a  child,  and  it  was  thought  at 
that  point  that  mammography  was  difficult,  in  that  women  such  as 
myself,  who  were  young  and  had  what  would  be  classified  as  dense 
breasts.  At  the  time,  I  was  told  by  several  community  oncologists 
and  the  surgeon  that  basically  I  would  be  lucky  to  live  2  years. 

Senator  Specter.  And  that  was  4  years  ago? 

Dr.  Kahane.  That  was  almost  4  years  ago. 

Senator  Specter.  And  how  are  you  now? 

Dr.  Kahane.  No  evidence  of  cancer. 

We  six  here  are  the  lucky  ones.  We  have  had  access  to  treatment 
that  5,  10  years  ago,  might  not  have  been  available  to  save  our 
lives.  There  are  many  patients  out  there  who  do  not  have  access 
to  clinical  trials,  because  they  are  not  aware  of  what  is  out  there. 
And  I  really  believe  that,  in  addition  to  research,  we  need  to  work 
to  educate  patients  so  that  they  can  have  access  to  clinical  trials. 

Senator  Specter.  Thank  you  very  much,  Dr.  Kahane. 

I  would  like  to  hear  more,  but  I  would  also  like  to  hear  from  oth- 
ers here. 

Ms.  Rosenthal,  diagnosed  with  leukemia  at  the  time  of  the  birth 
of  one  of  her  children.  Leukemia  has  always  been,  Dr.  Forman,  an 
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especially  dreaded  form  of  cancer,  if  you  can  distinguish  among 
dreaded  forms  of  cancer.  Tell  us  a  little  bit  about  her  case  and 
what  happened  exactly  with  respect  to  the  research  which  was  of 
assistance. 

Dr.  FORMAN.  When  one  uses  the  phrase  "acute  leukemia,"  it 
means  that  life  is  on  the  line  at  that  moment.  Prior  to  therapies, 
patients  would  die  within  weeks.  The  research  that  she  benefited 
from  was  that  a  transplant  is  a  dangerous  thing,  and  that  we  had 
funding  from  the  Government  to  look  at  ways  to  reduce  the  com- 
plications. She  was  on  that  trial.  She  avoided  many  of  the  com- 
plications, and  she  looks  like  any  normal  person  you  might  see  any- 
place. 

What,  in  essence,  the  research  did  was  spare  her  the  complica- 
tions of  an  intensive  therapy  designed  to  cure  her  leukemia. 
Senator  Specter.  And  how  are  you  today?  How  is  she  today? 
Dr.  Forman.  I  will  let  her  speak  for  herself. 

STATEMENT  OF  YOCHEVED  ROSENTHAL 

Ms.  Rosenthal.  I  am  fine,  thank  you. 

Mr.  Specter,  one  thing  that  Dr.  Forman  may  not  remember  about 
my  specific  case,  where  I  specifically  benefited  from  research  that 
was  done  right  at  that  moment,  was  one  part  of  having  a  trans- 
plant is  you  need  to  have  a  bronchoscopy  and  find  out  if  you  are 
a  carrier  of  CMV.  CMV  is  an  infection  that  can  potentially  cause 
pneumonia. 

Prior  to  my  transplant,  just  within  weeks  prior,  there  was  no 
medication  to  treat  CMV.  Right  before  I  went  in  for  my  transplant, 
there  was  a  new  medication  that  was  developed  thanks  to  research, 
called  cyclovir.  And  I  benefited  from  that  because  I  was  CMV-posi- 
tive.  And  had  I  gotten  CMV  pneumonia,  I  would  not  be  here  today 
if  not  for  the  research  that  helped  develop  that  medication. 

Senator  Specter.  And  where  did  you  find  your  donor? 

Ms.  Rosenthal.  My  sister. 

Senator  Specter.  Ms.  Keaton,  do  you  have  any  special  advice 
from  "Marvin's  Room"  as  to  how  to  find  donors? 

Ms.  Keaton.  How  to  do  what? 

Senator  Specter.  Find  donors.  Last  week  you  did. 

Ms.  Keaton.  Find  donors.  In  "Marvin's  Room,"  there  was  no 
donor  for  her.  She  just — it  did  not  work  out  for  her. 

Senator  Specter.  OK 

And  Ms.  Cindy  Ladin,  chronic  leukemia.  When  you  began  your 
work  in  oncology,  Dr.  Forman,  there  was  no  cure  for  CML.  Tell  us 
a  little  bit  about  what  the  research  did  there. 

Dr.  Forman.  The  trials  we  did  in  transplantation  for  CML  were 
to  convert  it  from  a  disease  that  was  uniformly  fatal  to  one  where 
up  to  80  percent  of  the  patients  can  be  cured  under  the  age  of  50, 
who  have  a  donor  in  their  family.  Cindy  did  not  have  a  donor  in 
her  family.  But  there  was  a  lot  of  research  being  done  on  how  our 
immune  system  works.  And  one  of  the  offshoots  of  that  research 
was  the  ability  to  identify  donors.  There  is  potentially  a  donor  in 
this  room  for  other  patients  around  the  country. 

We  used  that  information  to  try  to  find  a  donor  for  Cindy. 

Senator  Specter.  How  frequently  do — is  there  failure  because 
you  cannot  find  a  donor?  It  must  happen  all  the  time. 
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Dr.  FORMAN.  It  happens  disappointingly  frequently. 

Senator  Specter.  What  are  the  mechanisms  set  up  to  try  to  find 
donors  or  have  a  reserve  of  donors? 

Dr.  FORMAN.  In  the  United  States,  there  is  the  National  Marrow 
Donor  Program,  which  is  also  federally  funded  and  it  exists  in  Min- 
neapolis, MN. 

Senator  Specter.  And  that  is  the  organ  donor  organization? 

Dr.  FORMAN.  That  is  for  bone  marrow. 

Senator  Specter.  And  bone  marrow  as  well? 

Dr.  Forman.  Yes;  it  is  administrated  under  UNIS  and  the  Fed- 
eral Government.  There  are  international  registries,  and  we  in  fact 
have  used  marrows  that  we  have  gotten  from  Europe,  South  Amer- 
ica, the  Orient,  Canada,  and  England. 

Senator  Specter.  Well,  that  is  a  repository  which  could  certainly 
use  more  publicity  and  more  support. 

Dr.  Forman.  Thank  you. 

STATEMENT  OF  ANISSA  AYALA 

Senator  Specter.  May  we  hear  from  Ms.  Ladin? 
Ms.  Ayala.  Hi. 

Senator  Specter.  How  do  you  feel? 

Ms.  Ayala.  I  feel  terrific.  Thank  you.  I  am  celebrating  my  fifth 
anniversary  in  October  of  this  year.  And  I  thank  God  for  all  the 
research  that  has  been  done  that  I  have  been  able  to  come  as  far 
as  I  have.  When  I  was  first  diagnosed  in  1991,  I  had  two  small  chil- 
dren, who  are  now,  as  you  can  see — one  is  11  and  one  is  8.  And 
thanks  to  the  research  that  Dr.  Forman  and  his  group  have  done, 
I  am  here  to  be  able  to  celebrate  with  my  children  on  the  fifth  an- 
niversary. 

Senator  Specter.  Well,  thank  you  very  much. 

Ms.  Newton- John,  we  know  you  have  to  depart,  and  we  thank 
you  very  much  for  being  with  us. 

Ms.  Newton- John.  Thank  you  very  much.  I  am  doing  a  docu- 
mentary on  breast  cancer,  so  it  is  for  a  very  good  reason.  But  thank 
you  very  much  for  listening. 

Senator  Specter.  Well,  leave  very  promptly  then. 

Ms.  Newton- John.  Thank  you  very  much  for  listening. 

Senator  Specter.  Thank  you.  Thank  you  very  much.  [Applause.] 

Anissa  Ayala.  A  combination  of  scientific  investigation  and  hope. 

Ms.  Ayala,  may  we  hear  from  you?  What  was  your  situation  and 
how  are  you  feeling? 

Ms.  Ayala.  I  am  doing  great  today.  I  am  celebrating  my  sixth  an- 
niversary coming  up  in  June.  And  I  was  diagnosed  in  1988,  when 
I  was  16  years  old.  I  had  CML.  That  is  what  my  diagnosis  was. 
At  that  time,  I  was  given  3  to  5  years  to  live,  without  a  marrow 
transplant.  I  only  had  one  sibling  at  that  time.  We  tested  him.  He 
was  not  a  match. 

And  from  that  point,  we  went  to  the  National  Marrow  Donor  Pro- 
gram, and  tried  to  locate  a  donor.  Unfortunately,  for  IV2  years,  we 
did  not  find  a  donor.  And  at  that  time,  my  parents  went  through 
extreme  measures  to  try  to  conceive  another  child  to  see  if  that 
child  could  possibly  be  a  match  for  myself.  At  that  time,  my  disease 
was  treatable  through  an  experimental  drug,  called  interferon,  that 
would  hopefully  hold  off  my  disease  for  a  period  of  time. 
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And  I  was  on  that  until  my  sister  was  born.  She  was  a  perfect 
match  at  the  time  of  her  birth.  They  did  save  the  cord  blood,  and 
at  the  time  of  my  transplant — why  they  save  the  cord  blood  was 
because  she  would  not  have  to  be  large  enough — she  would  not 
have  to  be  as  large  to  donate  the  marrow  needed  for  me. 

So,  at  14  months,  my  sister  went  in.  She  donated  her  marrow. 
I  also  received  the  umbilical  cord  blood  that  was  frozen  up  until 
that  time.  And  so  I  received  the  cord  and  marrow  transplant,  and 
I  am  here  today,  thank  God. 

Senator  Specter.  Well,  you  have  a  miraculous  story.  According 
to  the  information  that  Dr.  Forman  has  given,  a  reversal  of  your 
father's  vasectomy. 

Ms.  Ayala.  Right,  after  17  years. 

Senator  Specter.  Your  mother  gave  birth  at  the  age  of  43  

Ms.  Ayala.  Correct. 

Senator  Specter  [continuing].  To  a  sister  who  was  a  match  for 
you. 

Ms.  Ayala.  Right.  And  the  odds  of  that  are  one  in  four. 
Senator  Specter.  Boy,  you  sure  got  a  good  doctor. 
Ms.  Ayala.  I  do.  He  is  great.  Thank  you. 

Senator  Specter.  And  Robin  Frasier  had  a  disease  for  which  no 
curative  therapy,  other  than  transplant,  was  known  to  exist.  Tell 
us  about  Robin  Frasier's  case,  Dr.  Forman,  in  a  little  more  detail. 

Dr.  Forman.  Robin  had  a  disease  for  which,  as  you  pointed  out, 
there  was  no  cure  except  a  transplant.  But  she  had  no  donor  in  the 
family  or  the  registry.  We  were  able  to  use  a  medicine,  called 
interferon,  to  clean  up  her  marrow,  if  you  will,  of  leukemia  cells, 
and  then  take  it  out,  remove  it  from  her,  put  it  in  the  freezer,  so 
that  we  could  transplant  her  utilizing  the  normal  cells  that  we 
could  find  in  her  marrow.  At  the  time  that  we  did  that,  there  were 
very  few,  if  any,  other  people  who  had  undergone  therapy  in  that 
exact  situation. 

Had  we  not  known  from  research  that  these  cells  even  existed  in 
the  leukemia  marrow,  we  would  not  have  been  able  to  harvest 
them  for  the  transplant.  And  I  think  it  is  Robin's  trust  in  the  sys- 
tem, in  research  and  us  that  led  her  to  that  therapy. 

Senator  Specter.  And  she  was  one  of  the  first  patients  in  the 
world  to  undergo  this  particular  kind  of  therapy? 

Dr.  Forman.  That  is  correct. 

Senator  Specter.  How  are  you  feeling  today? 

statement  of  dr.  robin  frasier 

Dr.  Frasier.  I  feel  wonderful  and  very  grateful  to  Dr.  Forman. 

I  am  a  physician  as  well,  and  when  I  was  in  medical  school,  I 
treated  a  lot  of  patients  with  CML.  That  is  to  say,  I  held  their 
hands  while  they  died,  and  I  thought  that  that  would  be  my  case 
when  I  got  my  diagnosis. 

Senator  Specter.  And  you  are  the  beneficiary  of  the  research 
and  a  good  doctor. 

Dr.  Frasier.  Absolutely. 

Senator  Specter.  Well,  it  is  very  impressive.  I  think  we  have 
heard  from  all  of  your  patients  now,  Dr.  Forman. 
Dr.  Forman.  Yes. 
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Senator  Specter.  Well,  thank  you  all  very  much.  It  is  important 
testimony.  And  my  colleagues  will  be  reviewing  it  on  the  sub- 
committee and  the  full  committee,  and  I  am  going  to  make  a  spe- 
cial floor  statement  on  it  to  summarize — Bettilou  Taylor  and  Craig 
Higgins  will  summarize  it,  but  I  will  make  the  floor  statement  to 
acquaint  others  with  exactly  what  you  have  accomplished.  It  is 
very  impressive. 

So  thank  you  very  much,  Sheriff  Block,  Ms.  Field,  Dr.  Forman, 
Ms.  Keaton. 
Thank  you  very  much. 
Dr.  Frasier.  May  I  say  one  other  thing? 
Senator  Specter.  Sure. 

Dr.  Frasier.  I  would  like  to  point  out  that  I  have  had  two  grand- 
children born  since  I  was  ill.  And  both  of  them  have  had  cord  blood 
stored  just  in  case  this  should  ever  be  a  problem. 

Senator  Specter.  How  old  are  your  grandchildren? 

Dr.  Frasier.  One  is  14  months  old.  I  have  three  others  that  are 
older:  one  is  4Y2y  a  15-year-old,  and  an  8-year-old. 

Senator  Specter.  OK,  thank  you  very  much.  I  appreciate  it  very 
much.  I  would  like  to  move  now  to  panel  2.  [Applause.] 

STATEMENT  OF  HAROLD  P.  FREEMAN,  M.D.,  DIRECTOR,  DEPARTMENT 
OF  SURGERY,  HARLEM  HOSPITAL  CENTER,  NEW  YORK,  NY 

Senator  Specter.  We  turn  first  to  Dr.  Harold  Freeman,  director 
of  the  Department  of  Surgery  at  Harlem  Hospital  Center,  and  pro- 
fessor of  clinical  surgery  at  Columbia  University  College  of  Physi- 
cians in  New  York  City.  He  is  the  chief  architect  of  the  American 
Cancer  Society's  initiative  on  cancer  for  the  poor. 

Recognizing  his  contributions,  in  1990  the  American  Cancer  Soci- 
ety established  the  Harold  P.  Freeman  Award,  given  annually  to 
individuals  who  have  made  outstanding  contributions  in  the  fight 
against  cancer  for  the  poor.  He  was  appointed  by  President  Bush 
as  chairman  of  the  President's  cancer  panel  in  1991,  and  re- 
appointed to  the  position  by  President  Clinton  in  1994. 

Dr.  Freeman,  in  a  very  bipartisan  sense,  welcome.  The  floor  is 
yours. 

Dr.  Freeman.  Thank  you.  It  is  an  honor  to  be  here,  Senator,  and 
I  am  going  to  spend  my  5  minutes  talking  about  the  effect  of  man- 
aged care  on  the  war  against  cancer. 

As  chairman  of  the  President's  cancer  panel  I  have  had  the  op- 
portunity to  look  at  this  over  the  past  year.  The  panel  has  had 
hearings  in  four  American  cities  in  the  four  quadrants  of  America, 
and  I  have  heard  the  testimony  of  people,  not  only  consumers  but 
scientists,  and  we  have  a  deep  concern  about  what  this  system  has 
caused. 

Indeed,  we  know  that  cost  is  fairly  well  under  control  under  this 
system.  However,  there  is  a  concern  that  managed  care  is  control- 
ling cost  but  at  very  high  price  to  the  American  people.  The  system 
we  believe  at  this  point  of  evolution  could  be  better  characterized 
as  a  managed  cost  system,  in  contradistinction  from  a  managed- 
care  system.  The  system  pays  for  what  it  defines  as  medical  care, 
which  often  is  different  from  what  doctors  believe  should  be  done, 
and  will  not  pay  for  other  care.  Also  it  will  not  pay  for  research 
and  for  training  of  scientists. 
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The  previous  system,  which  was  traditional  health  care,  paid  for 
research,  and  it  paid  for  training,  and  to  a  certain  extent  helped 
to  pay  for  indigent  care,  so  the  shift  from  traditional  health  care 
at  fee  for  service,  although  the  other  system  had  its  problems,  has 
left  us  with  a  situation  where  there  is  a  threat  to  this  system  with 
respect  for  paying  for  research  and  for  training  and  for  indigent 
care. 

There  are  certain  points  I  want  to  make  in  this  short  period  of 
time  that  we  consider  problematical  with  the  managed  care  system. 
No.  1,  often  it  denies  reimbursement  for  services  provided  under  a 
so-called  research  protocol,  even  though  the  services  would  have 
been  granted  as  regular  care,  but  once  it  is  classified  as  research, 
many  of  the  managed  care  companies  do  not  pay  for  the  service. 

In  many  instances  we  found  that  there  was  diminished  patient 
access  to  clinical  trials,  patients  being  shifted  to  gatekeepers  and 
generalists  instead  of  being  examined  by  a  specialist,  which  they 
should  be  examined  by,  and  often  patients  are  referred  away  from 
the  research  centers  to  get  cheaper  care  elsewhere. 

Researchers  themselves  are  under  duress.  Sometimes  ethical  con- 
siderations occur  where  a  researcher  has  to  relate  to  a  cost  concern 
of  a  company  rather  than  the  human  concerns  of  those  patients. 
There  is  less  time  for  physicians  to  do  research,  as  they  are  being 
forced  to  spend  less  time  with  patients  and  have  to  be  accountable 
for  money  rather  than  care. 

One  of  the  threats  that  I  think  is  extraordinarily  important  to 
bring  to  the  table  is  that,  as  you  know,  we  have  developed  the 
highest  and  most  advanced  system  of  medical  care  in  the  history 
of  this  planet,  and  we  should  all  be  proud  of  it.  Medical  care  and 
research  are  at  the  highest  level  in  this  country  compared  to  any- 
where else  in  the  world,  but  these  research  institutions,  Senator, 
I  believe  are  being  threatened  by  this  new  system. 

The  academic  medical  centers  are  being  squeezed  by  lack  of  re- 
imbursement for  services,  by  cutting  reimbursement  for  services, 
by  increased  overhead  with  the  need  to  develop  higher  infrastruc- 
tures to  satisfy  the  managed  care  movement,  by  decreased  refer- 
rals, as  I  said,  to  the  outside,  which  the  companies  do  not  wish  to 
send  these  patients  to  the  research  centers  themselves. 

Another  area  of  concern  is  that  we  are  spending  less  money 
under  this  new  system  for  training  and  education,  and  I  think  the 
young  scientist  is  rather  threatened  in  this  change.  The  managed 
care  companies  will  not  pay  for  research  nor  for  training. 

Also,  the  percentage  of  research  that  is  being  done  in  the  centers 
is  more  and  more  being  taken  up  by  pharmaceutical  and  by  medi- 
cal companies  as  opposed  to  investigative  simulated  research, 
which  has  been  so  important. 

So  in  general  I  would  summarize  by  saying  that  we  have  a  sys- 
tem that  is  undergoing  change  from  traditional  health  care  to  so- 
called  managed  care,  which  has  so  far  emphasized  managed  costs. 
We  have  a  system  where  the  managed  care  companies  are  taking 
significant  money  out  of  the  system  to  be  distributed  to  stockhold- 
ers and  CEO's  and  not  putting  money  back  in  for  the  research,  as 
was  done  in  the  previous  system.  This  is  a  dangerous  change. 
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The  question  is,  Senator,  what  does  it  profit  this  Nation  to  man- 
age the  cost  of  medical  care  if  it  loses  its  great  research  and  teach- 
ing potential  in  the  process? 

If  managed  care  will  not  pay  for  this,  who  will?  Should  not  the 
research  and  development  be  at  built-in  expense  to  the  managed 
care  companies?  If  an  automobile  company  builds  a  car,  as  General 
Motors  does,  you  pay  a  part  of  the  research  for  the  next  year's  car 
when  you  pay  for  that  car.  Why  should  this  system  not  do  the  same 
thing? 

A  final  concern  is  that  the  system  called  managed  care  gives  less 
favorable  outcomes  to  certain  segments  of  the  population,  the  poor 
and  the  less  educated.  People  who  have  money  and  education  tend 
to  get  into  research  protocols  at  a  greater  rate  than  the  poor  and 
the  people  who  are  less  educated.  The  system  does  nothing  to 
confront  the  problem  of  the  41  million  uninsured  American  people 
who  do  not  get  care  at  all  until  it  is  too  late. 

PREPARED  STATEMENT 

So  we  conclude  in  general  that  we  are  shifting  to  a  system  that 
has  controlled  cost  to  a  large  extent,  but  I  believe  at  too  high  a 
price  for  the  American  people. 

Thank  you  very  much. 

[The  statement  follows:! 

Prepared  Statement  of  Harold  Freeman,  M.D. 

MANAGED  CARE'S  ROLE  IN  THE  WAR  ON  CANCER:  FINDINGS  FROM  1996 

During  1996,  it  was  the  intent  of  the  President's  Cancer  Panel  to  hear  first-hand, 
in  four  distinct  regions  of  the  country,  how  changes  in  health  care  delivery  are  im- 
pacting the  National  Cancer  Program  and  the  reduction  of  the  burden  of  cancer  on 
the  American  people.  Our  primary  objective  throughout  this  process  was  to  deter- 
mine if  and  how  the  shift  to  a  managed  care  system  dominated  by  the  notion  of 
"managed  cost"  is  impacting  the  process  of  bringing  cancer  advances  to  individual 
patients  and  to  the  public  as  a  whole.  This  process,  as  defined  by  the  Panel,  em- 
braces the  whole  spectrum  of  cancer  research,  application  in  trials,  and  finally  to 
the  delivery  of  enhanced  cancer  care.  Clinical  research,  even  narrowly  defined,  can- 
not be  isolated  from  its  application  in  cancer  care  and  all  the  issues  associated  with 
assuring  that  the  cancer  care  provided  is  the  best  that  science  has  to  offer. 

Funding  for  clinical  cancer  research  has  traditionally  been  derived  from  a  variety 
of  sources,  with  a  significant  portion,  perhaps  even  half,  coming  from  "premium" 
dollars  paid  by  individual  and  corporate  subscribers  to  health  insurance  companies. 
These  dollars,  as  well  as  State  and  Federal  payments  for  services  to  Medicaid  and 
Medicare  beneficiaries,  have  traditionally  flowed  to  academic  medical  centers  and 
other  health  care  organizations  and  provided  the  funding  required  for  additional  in- 
vestments in  clinical  cancer  research,  education,  and  training.  They  have  also  pro- 
vided the  basis  for  indigent  care  in  many  parts  of  this  Nation. 

These  sources  of  funding  are  shifting  or  disappearing  altogether  as  our  health 
care  system  changes  and  Federal  support  decreases.  Various  health  care  providers, 
but  particularly  managed  care  organizations,  have  responded  by  instituting  policies 
that  curtail  costs  through  restricting  health  services  utilization,  negotiating  provider 
contracts  that  may  not  cover  the  providers'  costs,  capping  costs,  and  denying  reim- 
bursement for  services  provided  in  connection  with  research  initiatives.  In  response, 
many  health  care  institutions  are  adopting  cost  effectiveness  as  a  standard  of  suc- 
cess and  re-engineering  key  processes  to  enhance  efficiency  and  improve  outcomes. 
More  clinical  trial  support  by  pharmaceutical  and  biotechnology  companies  is  also 
being  provided. 

Coping  with  the  demands  of  the  changing  health  care  systems  at  the  institutional 
level  requires  new  case  management  systems,  clinical  research  cost  information  sys- 
tems, as  well  as  intensified  clinical  trial  review  processes.  The  intent  of  these 
changes  is  beneficial  for  all  participants  in  the  process.  However,  building  these  core 
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resources  is  expensive  and,  with  declining  revenues  from  patient  care,  reinvestment 
in  clinical  infrastructure  may  be  out  of  reach  for  many  centers. 

Many  providers  are  increasing  the  number  of  patients  they  see  and  decreasing  the 
amount  of  time  they  spend  with  each  patient  in  order  to  maintain  the  same  level 
of  revenue  needed  to  fund  clinical  research  efforts.  Other  institutions  are  severely 
curtailing  non-patient  associated  costs,  including  training  and  education.  In  this  sce- 
nario, teaching  will  suffer  most,  since  no  one  wants  to  pay  for  it.  And  from  an  ethi- 
cal perspective,  physicians  are  also  facing  the  increasing  challenge  of  maintaining 
their  roles  as  patient  advocates  while  contracting  with  managed  care  organizations 
governed  by  economic  motivations. 

There  was  consensus  that  managed  care  organizations  rarely  approve  reimburse- 
ment for  phase  I  clinical  trials,  that  phase  II  trials  are  occasionally  approved,  and 
that  while  phase  III  trials  are  frequently  approved,  more  time  and  documentation 
is  needed  to  obtain  such  approval.  In  all  fairness,  however,  the  fee-for-service  poli- 
cies which  formerly  dominated  the  health  care  system  also  carried  specific  prohibi- 
tions against  participation  in  clinical  investigations.  But,  it  is  also  true  that  those 
policies  allowed  much  greater  physician  discretion  in  requesting  medical  care 
deemed  necessary  for  the  welfare  of  the  patient.  Such  decisions  are  now  impacted 
by  cost  limitations,  gatekeeper  review  and,  in  some  cases,  blanket  policies  prohibit- 
ing reimbursement  of  any  care  associated  with  research  efforts  even  if  the  same  or 
similar  services  would  have  been  provided  as  part  of  a  "standard"  cancer  therapy 
in  the  absence  of  an  experimental  component. 

These  issues  impact  whether  patients  are  offered  the  best  and  most  appropriate 
cancer  care,  but  also  impact  the  validity  of  clinical  study  outcomes.  If  the  only  trials 
that  can  be  supported  become  those  that  are  most  easy  to  finance,  for  example, 
shorter  outpatient  trials,  how  will  that  impact  progress  toward  ongoing  aggressive 
fast  moving  disease  that  requires  inpatient  support?  If  personal  ability  to  pay  for 
health  care  or  intellectual  capacity  to  challenge  the  decisions  of  health  care  provid- 
ers become  the  criteria  for  entry  into  clinical  trials,  can  the  results  of  those  trials 
be  extrapolated  to  the  underserved  of  this  nation,  or  in  a  worst  case  scenario,  will 
access  to  appropriately  designed  cancer  therapy  become  a  privilege  of  the  "rich  and 
well  connected?"  We  clearly  need  strategies  to  ensure  that  appropriate  cancer  care 
remains  easily  and  widely  available  and  that  a  meaningful  clinical  research  agenda 
continues  to  exist  at  all  levels  and  that  all  the  beneficiaries  of  clinical  research 
share  the  burden  of  its  cost. 

On  a  positive  note,  there  are  mature  managed  care  organizations  plans  which  are 
committed  to  the  support  of  clinical  research.  And,  despite  many  of  the  concerns 
heard  by  the  Panel,  on  a  system-wide  basis,  managed  care — not  managed  cost — 
could  ultimately  lead  to  significant  positive  benefits,  such  as  greater  emphasis  on 
prevention,  development  of  better  research  guidelines  and  protocols,  clearer  meas- 
urement of  outcomes,  greater  consistency  across  health  care  delivery  systems,  and 
improved  affordability. 

We  must  not  overlook  these  opportunities  in  a  rush  to  single  out  managed  care 
as  the  cause  for  all  that  ails  us.  Access,  cost  containment,  and  quality  of  care  are 
currently  the  competing  priorities  with  which  we  are  struggling  to  achieve  a  bal- 
ance. This  balance  is  essential,  since  without  high-quality,  accessible  clinical  re- 
search, progress  in  the  war  on  cancer  will  be  undermined.  And  we  cannot  forget  to 
bring  our  focus  back  to  those  we  are  serving;  we  must  remain  humane  and  caring 
at  all  times  to  the  cancer  patients'  needs. 

MANAGED  CARE 

Senator  Specter.  Thank  you,  Dr.  Freeman.  You  articulate  it 
very  well  when  you  characterize  it  as  managed  cost  as  distinct 
from  managed  care.  This  is  something  that  we  are  really  wrestling 
with  in  the  Congress  at  the  present  time,  and  are  looking  for  an- 
swers. We  had  the  so-called  gag  rule,  which  is  really  managed  care 
telling  family  physicians  not  to  refer  to  specialists,  and  we  have 
changed  that  in  the  Medicare  system. 

We  had  hearings  in  this  subcommittee.  Last  year  we  had  an 
amendment  by  Senator  Wyden  which  passed  by  a  big  vote  in  the 
Senate  but  did  not  get  enacted  into  law.  I  then  scheduled  a  hearing 
last  November  and  the  head  of  the  Health  Care  Financing  Admin- 
istration came  in  and  said,  well,  we  plan  to  change  the  gag  rule 
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next  year.  My  response  was  that  we  should  not  wait  until  next 
year. 

It  happened  to  be  November  13,  and  I  counted  the  days  remain- 
ing in  the  year.  There  were  48  of  them,  and  I  said  a  lot  can  happen 
in  48  days  or  48  hours  or  48  minutes,  and  I  commented  that  the 
President  had  opposed  the  gag  rule  5  months  earlier,  and  I  know 
the  President  was  really  in  charge  of  HCFA  the  last  time  I  looked; 
as  a  result,  HCFA  did  change  the  gag  rule  just  12  days  later,  on 
November  25,  1996. 

I  have  taken  up  with  Secretary  Shalala  the  issue  of  managed 
care  having  a  share  in  graduate  medical  care,  because  they  do  not 
have  any  now,  and  we  are  looking  for  answers. 

When  you  say  that  it  denies  referrals  away  from  research  cen- 
ters, could  you  particularize  that  a  little  more? 

Dr.  Freeman.  Yes;  the  testimony  that  we  heard,  Senator,  indi- 
cated that  throughout  the  country — and  the  four  regions  that  we 
explored,  there  was  a  tendency  particularly  on  the  west  coast 
where  the  managed  care  system  is  more  highly  developed,  that 
there  was  a  tendency  for  the  managed  care  companies,  many  of 
which  are  for-profit  companies,  not  to  wish  to  send  their  patients 
to  the  medical  centers,  the  academic  medical  centers  where  the  cost 
is  a  bit  higher,  but  it  is  a  cost  that  the  American  society  needs  to 
pay  to  keep  its  advances  going. 

Senator  Specter.  So  it  is  not  only  for  the  patients,  but  it  is  for 
the  ongoing  research. 

Dr.  Freeman.  Yes;  that  is  the  key  issue,  is  not  only  patients 
being  harmed,  perhaps,  but  research  centers  threatened  for  their 
very  existence,  and  I  think  this  is  a  major  issue  to  be  considered, 
that  we  have  major  academic  centers  that  are  being  squeezed  and 
threatened  to  the  point  where  they  may  not  exist  in  the  future. 

Senator  Specter.  Well,  Senator  Harkin  and  I  have  introduced 
legislation,  Senate  bill  441,  where  1  percent  of  insurance  premiums 
would  go  to  support  medical  research.  We  are  trying  to  add  on  the 
private  sector.  That  would  be  about  $6  billion  for  biomedical  re- 
search. We  are  very  concerned  about  the  problem,  Dr.  Freeman, 
and  I  would  like  to  pursue  it  with  you  in  terms  of  what  suggestions 
you  might  have  as  to  how  we  solve  it. 

I  do  not  have  to  tell  you  that  we  do  not  have  all  the  answers  in 
Washington.  We  need  help  from  the  professionals,  who  see  it  day- 
in  and  day-out. 

Dr.  Freeman.  Senator,  we  are  completing  a  report  to  the  Presi- 
dent, perhaps  within  the  next  30  days,  and  if  you  wish  I  will  be 
happy  to  send  you  that  report. 

Senator  Specter.  I  would  like  to  see  it.  Perhaps  I  can  read  it 
faster  than  he  can. 

Dr.  Freeman.  Yes. 

Senator  Specter.  I  would  like  to  see  it. 
Dr.  Freeman.  Very  likely— thank  you. 

STATEMENT  OF  JACK  KLUGMAN,  ACTOR,  MALIBU,  CA 

Senator  Specter.  We  turn  now  to  a  very  distinguished  Philadel- 
phian,  Mr.  Jack  KLugman.  One  of  the  reasons  for  coming  here 
today  is  to  bring  him  back  to  south  Philadelphia.  [Laughter.] 
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We  need  his  presence  in  my  home  town,  and  he  has  enjoyed  tre- 
mendous success  in  films,  television,  theater,  attended  Carnegie 
Tech  in  Pittsburgh  on  the  GI  bill  after  his  service  in  World  War 
II,  a  three-time  Emmy  Award  winner,  including  two  for  his  role  in 
the  hit  comedy  series  "The  Odd  Couple." 

They  have  taken  your  "Odd  Couple"  and  have  applied  it  indis- 
criminately, Mr.  Klugman.  Now  Hatch  and  Kennedy  are  being 
called  "The  Odd  Couple"  I  think.  I  think  you  may  have  a  cause  of 
action.  You  might  be  able  to  win  a  lawsuit  on  that  if  you  challenge 
it. 

Senator  Hatch  said  recently  in  one  of  his  speeches,  when  Ken- 
nedy and  I  are  on  the  same  bill  everybody  figures  one  of  us  has 
not  read  it. 

So  your  odd  couple  scenario  has  gained  great  fame.  We  appre- 
ciate your  being  here,  Mr.  Klugman,  and  look  forward  to  your  testi- 
mony. 

Mr.  Klugman.  Whenever  I  get  that  many  compliments  I  always 
wish,  as  LBJ  said,  that  my  mother  and  father  were  here,  my  father 
because  he  would  have  enjoyed  it,  my  mother  because  she  would 
have  believed  it.  [Laughter.] 

Really,  it  is  an  honor  to  be  here,  Senator.  When  I  told  Sherry 
Lansing  that  I  would  be  honored  to  appear  before  you,  she  sent  me 
an  enormous  packet  of  very  valuable  information  about  cancer  re- 
search, facts  and  figures  and  statistics  which  definitely  prove  the 
need  and  the  value  of  cancer  research.  But  now  I  am  here,  and  I 
know  you  have  heard  all  these  figures  over  and  over  again,  so  I  am 
going  to  throw  as  few  statistics  as  possible,  and  I  am  going  to  jump 
right  into  the  fire  and  get  personal. 

But  the  one  word  I  did  not  see  in  the  packet  is  the  word,  "mir- 
acle," and  research  can  perform  miracles.  For  instance,  it  is  a  mir- 
acle that  research  can  have  a  doctor  or  a  scientist  know  something 
about  a  disease  on  Friday  that  he  did  not  know  the  preceding  Mon- 
day. It  is  miraculous  that  a  doctor  can  cure  a  cancer  in  1997  that 
was  incurable  in  1987,  and  he  only  has  one  tool  that  helps  him  to 
do  that:  research,  the  only  tool. 

My  father  died  in  1934,  when  I  was  12  years  old.  My  mother 
went  to  visit  him  in  the  hospital  and  he  said  to  my  mother,  he  said: 
"take  me  out  of  here,  they  do  not  listen  to  me,  they  are  not  helping 
me."  He  was  in  a  ward  with  30  other  people,  big  wards  in  those 
days.  He  died  2  days  later,  and  throughout  the  years,  when  people 
ask  me  what  did  my  father  die  from,  I  really  answer  very  bitterly, 
he  died  from  poverty. 

But  as  years  went  along  I  had  to  appear  before — I  spoke  at  the 
graduation,  at  Mount  Sinai,  of  doctors,  and  I  went  over  what  my 
father  had  said.  I  was  going  to  use  the  poverty  line,  but  I  realize 
what  he  said  was,  "they  do  not  listen  to  me."  It  does  not  cost  any- 
thing to  listen. 

And  he  said,  "they  are  not  helping  me."  But  my  older  brother 
had  assured  me  that  doctors  had  done  everything  they  possibly 
could,  so  he  did  not  die  from  poverty,  and  he  did  not  die  from  indif- 
ference, and  he  did  not  die  from  negligence.  He  died  from  igno- 
rance. Because  if  the  same  doctors  treated  him  today  for  the  same 
illness,  I  was  told  that  they  could  guarantee  him  a  minimum  of  20 
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more  years  of  quality  life.  You  see,  the  flip  side  of  ignorance  is 
knowledge. 

I  am  living  proof  of  why  increased  investment  in  cancer  research 
is  so  critical.  In  1997,  this  year,  almost  11,000  new  cases  of  larynx 
cancer  will  be  diagnosed,  almost  9,000  new  cases  in  men  alone,  and 
4,230  people  will  die  from  this  devastating  disease. 

A  little  over  8  years  ago  they  performed  a  partial  laryngectomy 
on  me,  brought  on  by  cancer  caused  by  smoking,  but  I  know  that 
is  a  different  congressional  committee. 

Senator  Specter.  Not  really. 

Mr.  Klugman.  Not  really?  Well,  let  me  get  into  that. 

Senator  Specter.  Go  ahead. 

Mr.  Klugman.  That  light  is  going  to  go  on. 

Had  I  had  the  same  illness  20  years  ago,  just  12  years  previous, 
the  doctors  would  have  taken  out  my  entire  larynx  and  left  me 
with  a  hole  in  my  throat,  and  I  would  be  talking  to  you  on  the  bub- 
ble, or  maybe  with  one  of  those  vibrators,  and  the  quality  of  my 
life  would  be  gone  because  I  would  not  be  able  to  act  any  more,  and 
that  has  always  been  my  main  love. 

But  because  it  was  a  partial,  because  of  research  they  had  found 
out  how  to  just  take  out  my  right  chord  and  not  take  the  entire 
amount.  I  exercised  vocally  for  4  years,  very  hard,  and  now  my 
voice  is  stronger,  not  prettier,  but  it  is  stronger,  and  last  year — last 
year  Tony  Randall  and  I  performed  a  play,  "The  Odd  Couple",  on 
stage  in  London  in  the  most  beautiful  theater  in  the  world,  the 
Royal  Haymarket  Theater.  We  had  a  4-month  engagement.  I  did 
not  miss  one  performance,  and  we  played  to  standing  ovations.  [Ap- 
plause.] 

So  the  quality  in  my  cup  runneth  over,  and  I  swear,  you  ain't 
heard  nothing  yet.  I  am  75,  and  I  am  going  on. 

PREPARED  STATEMENT 

So  Mr.  Chairman,  I  beg  you — I  beg  you  today  to  commit  to  a  dou- 
bling of  the  budget  for  the  National  Cancer  Institute,  and  that  will 
make  sure  that  the  best  care  is  available  to  all  people.  We  must 
stop  equating  money  with  human  life.  That  really  is  an  insult  to 
human  life. 

Thank  you.  [Applause.] 

[The  statement  follows:] 

Prepared  Statement  of  Jack  Klugman 

When  I  told  Sherry  Lansing  that  I  would  be  honored  to  appear  before  this  distin- 
guished panel,  she  sent  me  an  enormous  packet  of  valuable  information  about  can- 
cer research.  Facts  and  figures  and  statistics  which  definitely  prove  the  need  and 
value  of  cancer  research.  Now  I  know  you  have  heard  these  figures  over  and  over 
again,  so  I  will  limit  the  amount  of  statistics  I  throw  at  you.  Instead,  111  jump  right 
into  the  fire  and  get  personal. 

You  see,  the  one  word  I  didn't  see  in  the  packet  was  the  word  miracle.  And  re- 
search can  perform  miracles.  For  instance  it  is  miraculous  that  a  scientist  can  know 
more  about  a  disease  on  Friday  than  he  did  the  preceding  Monday.  Or  that  a  doctor 
can  cure  an  illness  in  1997  that  was  incurable  in  1987.  And  the  only  tool  that  helps 
him  to  do  that  is  research.  The  only  tool. 

My  father  died  in  1934.  I  was  twelve.  My  mother  and  I  went  to  visit  him  in  the 
hospital.  He  was  in  a  ward  with  thirty  other  patients.  He  said  to  my  mother,  "take 
me  out  of  here.  They  don't  listen  to  me.  They  are  not  helping  me."  Two  days  later 
he  died.  I  never  forgot  the  size  of  that  ward.  And  for  years,  when  anyone  asked  me 
what  my  father  died  from,  I  always  answered  angrily,  "poverty." 
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But  a  few  years  ago,  I  realized  I  was  wrong.  He  said,  "they  don't  listen  to  me." 
Well  it  doesn't  cost  anything  to  listen.  And  he  said,  "they  are  not  helping  me."  My 
older  brother  assured  me  that  the  doctor  did  everything  he  could.  So  my  father 
didn't  die  from  indifference.  And  he  didn't  die  from  negligence.  He  died  from  igno- 
rance. If  the  same  doctors  treated  my  father  for  the  same  illness  today,  I  was  told 
he  could  be  guaranteed  at  least  twenty  more  years  of  quality  life  because  of  re- 
search. The  flip  side  of  ignorance  is  knowledge. 

I  am  living  proof  of  why  increased  investment  in  cancer  research  is  so  critical. 
In  1997,  10,900  new  cases  of  larynx  cancer  will  be  diagnosed.  8,900  new  cases  in 
men  alone.  And  4,230  people  will  die  from  this  devastating  disease. 

A  little  over  eight  years  ago  they  performed  a  partial  larynectomy  on  me  brought 
on  by  cancer  caused  by  smoking  cigarettes,  (but  I  understand  that's  for  a  different 
congressional  committee). 

Had  I  had  the  same  illness  twenty  years  ago,  the  doctors  would  have  taken  out 
my  entire  larynx  and  left  me  with  a  hole  in  my  throat.  And  I  never  would  have  been 
able  to  act  again.  And  since  acting  has  always  been  my  main  love,  my  love  would 
have  lost  all  of  its  quality.  But  because  of  the  partial,  I  was  able  to  do  vocal  exer- 
cises that  made  my  voice  stronger,  (not  prettier,  but  stronger!)  As  a  result,  last  year, 
Tony  Randall  and  I  did  the  play,  "The  Odd  Couple"  in  London  at  the  most  beautiful 
theater  in  the  world.  The  Royal  Haymarket.  We  had  a  four  month  run  and  I  never 
missed  a  performance.  And  we  played  to  standing  ovations.  And  so,  ladies  and  gen- 
tlemen, the  quality  in  my  cup  now  runneth  over.  And  you  ain't  heard  nothin  yet! 

Mr.  Chairman,  I  beg  you  today  to  commit  to  a  doubling  of  the  budget  for  the  Na- 
tional Cancer  Institute  and  to  help  make  sure  that  the  best  care  is  available  to  all 
people. 

We  must  stop  equating  money  with  human  life.  It's  an  insult  to  human  life. 

ABDOMINAL  CANCER 

Senator  Specter.  Mr.  Klugman,  may  I  ask  you  what  your  father 
died  of? 

Mr.  Klugman.  He  had  abdominal  cancer,  which  could  have  been 
taken  today,  I  understand,  because  they  caught  it  early.  He  was  in 
hospital  for  such  a  long  time.  They  just  did  not  know  what  to  do. 
He  had  been  in  there  about  5  weeks. 

Senator  Specter.  Was  he  in  the  old  Jewish  hospital? 

Mr.  Klugman.  Mount  Sinai.  You  are  too  young  to  remember  this 
ward,  30,  35  people  on  the  ward,  but  they  were  taking  care  of  him. 
The  thing  is,  you  hear  what  you  want  to  hear. 

Senator  Specter.  Well,  you  had  two  very  powerful  characteriza- 
tions. He  died  from  poverty,  and  then  you  said  he  died  from  igno- 
rance, and  I  think  both  are  appropriate.  In  America,  no  one  should 
die  from  poverty.  We  have  great  wealth  if  we  apply  it  properly. 

And  smoking,  would  you  tell  us  a  little  more  about  that? 

Mr.  Klugman.  Well,  I  used  to  smoke,  you  know.  That  is  the  way 
it  started.  You  were  talking  about  Joe  Camel  now.  That  is  how  I 
started.  There  used  to  be  a  program  called  the  Lucky  Strike  Hit 
Parade.  This  was  many  years  ago,  almost  60  years  ago.  They  would 
have  10  songs,  the  top  10.  If  you  wrote  in  the  top  three  songs  that 
you  guessed  would  be  the  top  three,  they  would  send  you  a  free 
carton  of  Luckys.  Well,  it  was  easy  when  the  same  songs  were  on 
top  for  6  weeks,  so  all  the  guys  are  on  the  corner — and  I  am  talking 
about  50,  60  guys.  We  would  fill  it  out. 

Senator  Specter.  Where  did  you  live  in  south  Philadelphia? 

Mr.  Klugman.  Seventh  and  Morris.  We  would  send  it  in,  and 
they  would  send  us  a  carton  of  cigarettes,  so  we  said,  what  suckers 
these  people  are.  What  fools.  We  got'  em,  boy.  We  did  not  realize 
that  we  were  being  hooked,  and  that  is  what  they  do  with  Joe 
Camel,  and  they  have  been  doing  it  for  years,  something  like  60 
years,  and  that  is  what  got  me  hooked  on  it. 
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Senator  Specter.  Seventh  and  Morris,  was  that  not  just  around 
the  corner  from  Frank  Rizzo? 
Mr.  Klugman.  Yes. 

Senator  Specter.  Did  you  know  Rizzo? 

Mr.  Klugman.  Yes;  I  knew  him  quite  well — quite  well,  quite  a 
character. 

Senator  Specter.  But  he  did  not  smoke. 

Mr.  Klugman.  I  did  not  know  that.  If  he  did  not,  he  was  the  only 
one  in  south  Philadelphia,  I  will  tell  you  that.  If  they  had  known 
they  would  have  thrown  him  out.  [Laughter.] 

Senator  Specter.  Well,  thank  you  very  much  for  your  testimony, 
Mr.  Klugman.  You  have  given  some  good  verbiage  for  the  Congres- 
sional Record.  We  will  put  it  in. 

STATEMENT  OF  JUDD  ROSE,  ABC  NEWS  CORRESPONDENT,  "PRIME 
TIME  LIVE,"  NEW  YORK,  NY 

Senator  Specter.  We  turn  now  to  Mr.  Judd  Rose,  a  correspond- 
ent with  ABC  News,  "Prime  Time  Live,"  since  May  1989,  prior  to 
that  a  Washington-based  correspondent  for  "Nightline,"  Emmy 
Award  winner  for  his  contributions  to  "Nightline's"  coverage  of  the 
Philippine  President  Marcos,  extensive  experience  in  TV  and  radio, 
reported  on  some  of  the  most  significant  news  stories  of  the  day, 
including  the  San  Francisco  earthquake,  or  one  of  the  recent  San 
Francisco  earthquakes,  the  crash  of  Pan  Am  103,  and  the  U.S.  in- 
vasion of  Panama. 

Thank  you  for  joining  us,  Judd,  and  the  floor  is  yours. 

Mr.  ROSE.  Thank  you,  Mr.  Chairman,  and  like  everyone  who  has 
preceded  me  today,  I  appreciate  the  opportunity  to  speak  here 
about  a  subject  that  is  very  important  to  me,  and  I  appreciate  the 
fact  that  you  are  interested  in  a  subject  that  is  important  to  so 
many  of  us. 

You  just  cited  all  of  my  years  as  a  reporter.  In  those  years  I  have 
always  gone  by  the  rule  that  I  am  not  the  story,  and  I  think  that 
that  is  a  rule  that  is  being  broken  a  lot  these  days,  but  I  have  al- 
ways tried  to  adhere  to  that.  But  last  fall,  when  my  friend  and  col- 
league Sam  Donaldson,  who  had  gotten  through  a  bout  with  mela- 
noma cancer,  came  to  me  and  suggested  that  we  get  together  and 
do  an  hour  on  "Prime  Time  Live"  television  about  our  stories  and 
then  talk  about  other  people  and  what  they  dealt  with,  I  broke  my 
rule  and  we  went  on  the  air  with  that  last  October. 

The  response  that  we  got,  both  Sam  and  I,  was  phenomenal.  He 
received  thousands  of  letters,  e-mails,  phone  calls,  faxes.  I  received 
hundreds.  Clearly,  what  we  did  touched  people  out  there,  and  I  am 
very  proud  that  we  did  that. 

What  we  also  learned,  among  many  things,  in  doing  that  hour 
was  that  there  are  many  potential  treatments  for  brain  tumors  and 
other  kinds  of  cancers  that  are  being  worked  on  now  that  in  fact 
could  be  ready  in  a  very  short  time  if  the  money  is  there  to  pay 
for  the  research.  I  will  get  back  to  that  in  1  minute,  but  obviously 
I  am  not  here  today  as  a  medical  expert  or  a  scientist.  I  am  neither 
of  those.  All  I  know  is  basically  what  I  have  reported  on,  and  been 
told  by  other  people,  but  I  am  here  as  a  survivor,  so  I  would  like 
to  tell  you  briefly  about  my  story. 
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In  the  fall  of  1993  I  was  39  years  old  and,  like  one  of  the  other 
people  here  testified  today,  Olivia  Newton- John,  I  did  not  smoke, 
I  did  not  drink,  other  than  the  occasional  beer — I  was  a  pretty 
healthy  guy,  so  that  was  the  way  I  proceeded. 

In  the  fall  of  1993  I  started  getting  dizzy  spells.  They  did  not  last 
very  long,  but  they  were  frequent,  and  then  I  started  losing  my  bal- 
ance, again  not  in  a  serious  way,  but  enough  so  that  I  noticed  it. 

I  went  to  my  doctor,  and  I  was  diagnosed  as  having  an  inner  ear 
infection,  and  so  I  took  the  medication.  It  did  not  seem  to  help  at 
all.  Finally,  after  a  few  months  I  went  and  got  an  MRI,  and  after 
the  MRI  it  was  clear  something  was  going  on  in  my  brain  and, 
after  consulting  with  several  neurologists,  I  got  a  biopsy  which 
showed  that  I  had  a  grade  II  astrocytoma,  a  brain  tumor. 

Senator  Specter.  You  had  a  biopsy  before  surgery? 

Mr.  Rose.  Yes;  In  fact,  surgery,  when  they  took  a  look  they  real- 
ized that  surgery  was  not  an  option,  because  it  had  grown  in  a 
place  where  they  could  not  operate.  Surgery  was  not  an  option, 
chemotherapy  was  not  an  option  because  all  of  the  doctors  that  I 
spoke  with  told  me  that  what  they  had  available  for  my  type  of 
brain  tumor  was  not  really  very  effective  and  they  had  terrible  side 
effects. 

So  basically  it  came  down  to  radiation,  and  they  were  going  to 
hold  that  unless  and  until  my  tumor  began  to  grow.  A  grade  II 
tumor,  as  you  may  know,  it  means  that  it  is  there  but  it  is  not  nec- 
essarily growing  at  that  particular  point. 

So  I  did  not  have  a  lot  of  options,  and  finally  when  the  tumor 
did  begin  to  grow  late  in  1994  radiation  was  really  my  only  choice, 
and  I  began  a  6-week  course  of  radiation  at  Memorial  Sloan-Ketter- 
ing  Hospital  in  New  York,  which  as  far  as  I  can  tell  is  about  the 
best  in  the  country  for  that  sort  of  thing. 

I  went  in  there  for  6  weeks,  every  day  of  the  week  for  6  weeks, 
and  by  the  time  I  was  finished,  of  course,  like  everybody  who  goes 
through  this  I  was  bald.  I  used  to  have  a  big  bushy  head  of  hair. 
I  was  bald,  and  I  was  bloated  from  this  huge  amount  of  steroids 
that  I  had  been  taking,  and  I  was  bed-ridden  for  more  than  1 
month  after  the  radiation  ended,  because  it  depletes  your  energy 
in  such  a  way  that  you  cannot  get  out  of  bed.  You  cannot  literally 
get  up  on  your  feet. 

It  is  one  of  those  things  where  you  think  to  yourself  at  the  time, 
the  cure  is  worse  than  the  disease.  Of  course,  I  realize  that  is  not 
the  case,  but  you  get  the  idea. 

For  months  after  that — and  we  are  talking  now  about  the  spring 
of  1995 — I  had  to  walk  around  with  a  cane.  I  wanted  to  get  back 
on  the  air.  That  was  my  job,  and  I  wanted  to  get  back  to  it,  and 
I  probably  got  back  to  it  a  little  too  early,  but  I  felt  that  I  wanted 
to  show  the  people  I  work  for  that  I  was  not  damaged  goods. 

I  looked  like  I  had  put  on  an  enormous  amount  of  weight  because 
of  the  bloating  from  the  steroids.  I  bought  a  wig  to  put  on  my  bald 
head,  and  I  looked  like  a  guy  with  a  wig,  and  I  did  not  have  the 
stamina,  but  I  did  go  back  to  work  finally. 

Of  course,  as  soon  as  I  did  go  back  on  camera,  anybody  who  did 
not  know  at  that  time  that  I  had  a  brain  tumor  knew  as  soon  as 
they  saw  it.  I  looked  like  a  very  sick  guy. 
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I  am  not  complaining,  you  understand.  The  radiation,  as  it  hap- 
pens, ended  up  saving  my  life.  I  stopped  getting  the  radiation  at 
the  end  of  January  1995,  but  it  continued  to  work  in  my  brain  for 
at  least  a  year  after  that,  and  my  tumor  today  has  been  reduced 
down  to  a  little  tiny,  microscopic  speck,  so  I  am  today  pretty  much 
like  my  own  self,  just  with  a  lot  less  hair,  and  I  guess  at  my  age, 
which  is  42, 1  should  not  be  worried  about  that. 

At  the  same  time,  even  though  I  managed  to  survive,  I  have  to 
stress  how  critical  it  is  that  we  continue  to  search  for  new  treat- 
ments that  will  reduce  the  damage  that  I  suffered  and  so  many 
people  suffer  in  worse  ways  from  the  treatments  we  get. 

Obviously,  research  is  the  key,  and  like  Mr.  Klugman  I  am  not 
going  to  bore  you  with  a  lot  of  numbers,  but  I  do  want  to  give  you 
a  few  important  ones  from  the  brain  tumor  side  of  this  issue. 

Some  17,600  Americans  will  be  diagnosed  with  a  brain  tumor 
this  year  alone,  and  also  this  year  13,200  of  us  will  die  from  a 
brain  tumor.  It  does  not  take  a  mathematician  to  see  that  those  are 
not  great  odds. 

For  brain  cancer  patients,  it  sounds  like  good  news.  The  chance 
of  survival  for  brain  cancer  patients,  survival  5  years  after  diag- 
nosis, that  keeps  going  up,  actually:  18  percent  survival  in  the  six- 
ties, 20  percent  in  the  seventies,  25  percent  in  the  eighties,  and 
just  about  30  percent  survival  rate  now. 

That  is  good,  obviously,  but  it  is  not  good  enough.  We  need  more 
money  for  more  research  that  will  greatly  improve  the  odds  for 
those  with  brain  tumors  and,  of  course,  all  other  types  of  cancer. 

I  can  tell  you  from  the  reporting  that  Sam  Donaldson  and  I  did 
for  that  show  last  year  that  we  saw  just  a  few  of  these  remarkable 
treatments  that  are  in  fact  going  on  at  UCLA  Medical  Center. 
There  is — of  course,  you  have  heard  of  gene  therapy,  and  they  have 
been  doing  a  protocol  with  gene  therapy. 

There  is  another  thing  called  RMP-7,  which  they  have  been  ex- 
perimenting with,  which  would  allow  the  administering  of  medi- 
cines to  a  brain  tumor  that  cannot  get  in  there  now.  All  kinds  of 
things  are  going  on,  but  of  course  without  the  funding  to  keep 
those  experiments  going,  they  will  not.  They  will  not  go  forward. 
That  is  a  risk  we  just  cannot  take. 

Senator  Specter.  Mr.  Rose,  the  biopsy  that  they  did,  how  did 
they  do  the  biopsy? 

Mr.  Rose.  My  biopsy  was  a  stereotactic  biopsy,  in  other  words, 
needle  biopsy. 

Senator  Specter.  And  what  was  the  finding  on  that? 

Mr.  Rose.  I  had  a  grade  II  astrocytoma. 

Senator  Specter.  What  does  that  mean? 

Mr.  Rose.  An  astrocytoma  is  a  type  of  brain  tumor  that  is — obvi- 
ously all  brain  tumors  are  serious.  Mine  was  not  as  bad  as  some. 
Grade  II,  as  I  said,  means  that  it  is  not  growing. 

Brain  tumors  are  graded  I  through  IV.  You  may  know  this.  Peo- 
ple say  was  it  malignant,  was  it  benign.  Well,  they  do  not  really 
talk  about  tumors  that  way  in  the  world  of  doctors.  It  is  I  through 
IV. 

I  is  basically  just  what  children  get,  if  children  get  a  brain 
tumor,  that  is  a  I.  II,  what  I  had,  you  have  a  tumor,  but  it  is  not 
growing  at  that  particular  point,  and  hopefully  can  be  controlled 
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with  whatever  treatment.  Ill  means  it  is  growing  and  you  have  to 
do  something,  and  do  it  quickly.  IV  basically  means  it  is  terminal. 

I  had  a  II,  which  was  sort  of  on  the  bad  side.  Then  it  began  to 
grow,  and  since  radiation,  it  is  now  on  the  good  side,  I  would  say. 
It  has  shrunk  down  to  such  a  small  point. 

Obviously,  listening  to  all  of  the  other  people  who  are  testifying 
here  today,  my  story  is  not  incredibly  different  from  all  the  others. 
I  want  to  repeat  the  point  that  some  of  them  made  that  this  affects 
all  of  us.  Everyone  at  least  knows  somebody  who  has  cancer. 

PREPARED  STATEMENT 

Let  me  tell  you  that  the  same  month  that  I  was  diagnosed,  I 
found  out  that  my  mother  had  breast  cancer,  and  she  died  a  few 
months  later.  It  is  too  late  for  her,  but  my  survival,  the  survival 
of  all  of  these  people  and  countless  others,  it  depends  on  you  and 
the  decisions  of  this  committee.  I  ask  for  your  help,  and  I  thank 
you  for  your  time. 

[The  statement  follows:! 

Prepared  Statement  of  Judd  Rose 

Mr.  Chairman,  I  am  pleased  to  testify  at  this  special  hearing  on  research.  I  want 
to  personally  thank  you  for  your  attention  to  the  topic  of  cancer,  which  affects  the 
lives  of  millions  of  Americans,  their  friends,  and  families  each  year. 

I  am  not  a  very  public  person  about  my  private  life.  But  I  am  here  today  to  share 
with  you  how  progress  in  cancer  research  has  made  it  possible  for  me  to  continue 
my  work  and  my  passion  despite  a  terminal  cancer  diagnosis  over  four  years  ago. 

In  the  fall  of  1993  I  started  having  dizzy  spells.  My  equilibrium  and  balance  were 
out  of  synch  as  well.  I  was  originally  diagnosed  with  an  inner  ear  infection,  but  the 
symptoms  kept  getting  worse  and  not  improving.  Finally,  I  consulted  some  of  New 
York's  top  neurologists.  My  worst  fear  was  confirmed:  I  was  diagnosed  with  a  brain 
tumor,  also  known  as  a  Grade  II  astrocytoma. 

I  was  stunned.  At  that  moment,  I  wasn't  depressed  or  angry,  just  shocked.  I  was 
always  a  pretty  healthy  guy. 

Because  of  the  tumor's  location,  surgery  was  out  of  the  question.  So  I  began  var- 
ious types  of  treatments,  including  radiation,  chemotherapy,  and  steroids. 

I  won't  lie  to  you,  the  treatments  that  saved  my  life  were  not  pleasant.  I  lost  my 
hair  and  experienced  severe  bloating  throughout  my  body.  I  cannot  stress  enough 
how  critical  it  is  that  we  continue  to  search  for  new  treatments  that  will  minimize 
the  effects  on  our  bodies.  Research  certainly  holds  the  key  to  discovering  gentler 
antibodies  that  can  destroy  the  disease  with  as  little  impact  as  possible  on  our  bod- 
ies, minds,  and  lives. 

But  I  also  don't  kid  myself  in  that  the  discoveries  made  to  date  from  research  in 
the  last  25  years  have  saved  my  life. 

Some  17,600  Americans  will  be  diagnosed  with  a  brain  tumor  in  1997.  And  13,200 
people  will  die  of  brain  tumors  the  same  year.  I'm  not  a  mathematician,  but  I  can 
understand  that  those  aren't  great  odds. 

Brain  cancer  patients  are  given  a  29-percent  chance  of  survival  5  years  after  diag- 
nosis. The  survival  rate  has  continually  gone  up  from  18  percent  in  the  1960's,  20 
percent  in  the  1970's,  25  percent  in  the  1980's,  and  now  almost  30  percent  in  the 
1990's.  But  unless  there  is  an  infusion  of  funding  into  cancer  research,  brain  tumor 
patients  only  expect  a  30-percent  chance  of  survival — and  that  is  unacceptable.  More 
money  for  increased  research  will  greatly  improve  the  hope  and  opportunities  for 
those  newly  diagnosed  with  a  brain  tumor  and  other  types  of  cancer. 

Since  1996  my  tumor  has  shrunk,  and  I  am  symptom-free.  I  am  coming  up  on 
my  fifth  year  as  a  survivor — an  extremely  significant  benchmark  for  cancer  survi- 
vors. But  for  others  as  well  as  myself,  I  want  to  be  sure  cancer  researchers  have 
the  full  support  of  the  U.S.  Congress  to  take  advantage  of  every  research  oppor- 
tunity that  presents  itself. 

We  cannot  rest  until  the  budget  for  cancer  research  is  doubled. 

I  lost  my  mother  to  cancer.  We  have  all  lost  a  friend  or  family  member.  My  sur- 
vival depends  on  you  and  the  decisions  of  this  Committee.  I  am  confident  you  will 
strive  to  help  those  of  us  afflicted  by  this  terrible  disease. 
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PUBLIC  IMPACT 

Senator  Specter.  Well,  we  can  work  together,  Mr.  Rose.  Some 
might  say  that  ABC-TV  has  more  currency,  more  distribution, 
more  impact  than  the  Congressional  Record.  I  am  not  too  sure. 

Mr.  Rose.  Well,  certainly.  We  are  planning  a  sequel,  if  you  will. 

Senator  Specter.  OK,  good.  Our  appropriations  process  tops  you, 
notwithstanding  the  power  of  ABC  and  Disney,  but  our  public  im- 
pact is  not  quite  as  great  as  ABC. 

Thank  you  for  your  testimony. 

Mr.  Rose.  Thank  you. 

STATEMENT  OF  STEVEN  WEBER,  ACTOR,  BEVERLY  HILLS,  CA 

Senator  Specter.  I  would  like  to  turn  to  Mr.  Steven  Weber,  an 
accomplished  dramatic  and  comedy  actor  perhaps  best  known  as 
the  character,  Brian  Hackett,  on  the  NBC  comedy  'Wings,"  re- 
cently seen  on  the  ABC  miniseries,  Stephen  King's  "The  Shining," 
also  starred  in  such  films  as  "Leaving  Las  Vegas,"  "Hamburger 
Hill,"  and  in  addition  to  his  career  in  television  and  film  he  has 
performed  in  the  theater,  making  his  Broadway  debut  in  1985  in 
"The  Real  Thing." 

Welcome,  Mr.  Weber.  We  look  forward  to  your  testimony. 

Mr.  Weber.  Thank  you,  Mr.  Chairman.  This  is  just  a  brief  story 
about  a  surviving  family. 

In  1958,  a  daughter  was  born  to  a  couple.  Two  years  later  a  son 
was  born,  and  they  lived  as  most  families  live.  They  tried  in  the 
most  basic  ways  to  simply  be  happy.  The  parents  worked  to  sup- 
port their  children  and  themselves,  to  provide  a  home,  food,  and  as 
many  comforts  as  they  could. 

Time,  of  course,  passed,  as  the  parents  grew  older  they  continued 
to  do  what  most  parents  seek  to  do,  to  watch  their  children  grow 
into  strong,  healthy  teenagers,  to  hopefully  become  wise  and  sen- 
sitive adults,  and  perhaps  to  go  on  to  have  children  of  their  own, 
and  above  all  to  keep  the  family  strong  and  close. 

But,  of  course,  the  unforeseen  happens.  In  1990  the  daughter, 
who  was  born  in  1958,  died  at  age  32  of  complications  stemming 
from  lymphoma.  She  left  a  family  that  has  not  recovered  from  her 
loss,  a  family  that  simply  wanted  to  live,  as  most  families  want  to 
live,  unburdened  by  hardship,  illness,  and  pain. 

The  family  that  survived  her  did  not  understand  why  she  had 
died,  nor  do  they  understand  it  now.  They  watched  and  listened  to 
doctors  who  tried  to  explain  the  complicated  puzzle  that  is  cancer. 
They  struggled  to  understand  why  they  had  to  literally  stand  help- 
lessly by  while  the  girl  was  overtaken  by  the  disease. 

They  felt  ignorant,  ashamed,  embarrassed  that  they  should  be  so 
ill-equipped  to  deal  with  the  situation,  and  in  the  end  they  felt  the 
leaden  weight  of  her  loss,  the  finality  of  her  absence,  and  they  were 
left  with  the  image  of  the  beautiful  young  woman's  eyes  wide  with 
terror  as  infection  swept  through  her  lungs,  smothering  her. 

The  doctors  had  done  all  they  could  for  her,  and  despite  the 
breakthroughs  in  treatments  and  research,  the  care  shown  by  the 
physicians  and  specialists,  all  working  under  endless  pressure  of 
trying  to  help  people  desperate  to  simply  live,  it  still  was  not 
enough. 
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Cancer,  of  course,  still  tears  families  apart  and  destroys  the  most 
basic  dreams  that  we  all  have.  So  this  is  what  is  left  for  those  who 
are  powerless,  the  surviving  families  who  do  not  themselves  have 
the  direct  resources  to  take  action  against  cancer,  who  have  to 
stand  helplessly  by  and  watch  their  daughters,  their  fathers,  their 
mothers,  their  sons,  their  friends,  their  sisters  slip  from  their  grasp 
utterly  and  forever. 

This  is  what  is  left  for  the  surviving  families,  to  beg  those  who 
have  the  power  to  wield  it  forcefully  and  wisely  and  to  commit 
themselves  to  the  eradication  of  this  most  formidable  destroyer  of 
families. 

And  so,  Mr.  Chairman,  I  beg  you  on  behalf  of  my  sister,  Abby 
Weber,  who  was  born  in  1958  and  who  in  1990  died  of  cancer  at 
age  32,  to  please  continue  your  generous  and  necessary  efforts  to 
fund  cancer  research.  Millions  of  families  depend  on  you  to  simply 
live. 

Thank  you. 

Senator  Specter.  Thank  you  very  much,  Mr.  Weber.  [Applause.] 
That  is  a  very  powerful,  real  life  situation.  A  longstanding  friend 
of  mine,  Dick  Buterra,  who  is  in  the  audience  today,  has  a  some- 
what similar  personal  experience  with  a  daughter,  and  of  course 
the  power  is  greatest  when  it  is  personal,  very  obviously,  and  when 
we  juggle  all  the  figures  in  Washington  they  tend  not  to  be  too  per- 
sonal. 

We  talked  about  a  balanced  budget.  That  is  an  important  objec- 
tive, but  the  step  beyond  that  is  to  assess  priorities,  and  as  Dick 
Buterra  says  when  he  talks  about  many  of  the  other  ailments — and 
there  is  fierce  competition  for  these  NIH  dollars  among  heart  dis- 
ease and  cancer  and  Alzheimer's  and  AIDS.  Those  other  people, 
most  of  them  are  living,  but  in  cancer  they  are  not.  They  are  not 
breathing— or  hearing  disorders,  or  what-have-you.  We  have  to 
make  this  impact  felt  on  the  decisionmakers,  and  I  am  one  of  them, 
and  I  have  a  key  position. 

I  am  determined  to  raise  NIH  funding — I  set  a  target  of  provid- 
ing a  7V2-percent  increase  this  year,  which  would  be  $952  million, 
and  I  am  not  quite  sure  at  this  point  how  I  am  going  to  get  there 
from  here,  but  I  am  determined  to  get  there.  Hearings  like  this  and 
airing  the  kinds  of  personal  experiences  we  have  heard  today  are 
very  powerful  driving  forces. 

In  your  field  you  have  a  lot  of  powers,  and  cameras  have  enor- 
mous power,  because  they  tell  the  story  on  television.  People  watch 
television,  and  Members  of  Congress  watch  television  and  hear 
from  people  who  do.  Hollywood  talks  and  people  listen,  very  much 
so. 

STATEMENT  OF  DR.  OWEN  W.  WTTTE,  PROFESSOR  OF  MICROBIOLOGY 
AND  DEVELOPMENTAL  IMMUNOLOGY,  UCLA,  INVESTIGATOR, 
HOWARD  HUGHES  MEDICAL  INSTITUTE,  LOS  ANGELES,  CA 

Senator  Specter.  We  turn  now  to  Dr.  Witte,  professor  of  microbi- 
ology and  molecular  genetics,  first  incumbent  of  the  president's 
chair  in  developmental  immunology  at  Howard  Hughes  Memorial 
Institute  at  UCLA,  a  recipient  of  numerous  awards  for  leukemia 
and  cancer  research,  a  graduate  of  Cornell  and  Stanford  University 
School  of  Medicine,  completed  his  postdoctoral  research  at  the  Cen- 
ter for  Cancer  Research  at  MIT  not  too  long  ago. 
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What  comes  after  post  doctoral  research?  I  ask  that  because  Joan 
and  I  have  a  son  who  is  just  working  on  his  postdoctoral  research. 
We  thought  when  he  had  his  Ph.D.,  he  was  there,  but  where  else 
do  you  fellows  and  women  go? 

Dr.  Witte.  If  the  budget  of  NIH  is  increased  sufficiently  there 
will  be  jobs  out  there  for  the  Ph.D.'s  and  postdoctoral  fellows  that 
we  are  training  currently. 

Senator  Specter.  Our  son  has  no  interest  in  a  job.  [Laughter.] 

That  is  not  where  he  wants  to  go. 

Dr.  Witte.  Send  him  to  my  lab  for  a  couple  of  years.  It  will 
shape  him  up. 
Senator  Specter.  OK  He  is  on  his  way. 

Dr.  Witte,  we  thank  you  for  being  here,  and  we  have  not  started 
your  clock  yet. 

Dr.  Witte.  OK.  Thank  you  very  much. 

Senator  Specter.  So  the  whole  time  is  yours. 

Dr.  Witte.  I  just  want  to  connect  with  some  of  the  other  testi- 
mony we  heard  this  morning  and  to  a  comment  you  made,  which 
is  that  people  talk  about  research,  we  talk  about  new  therapies,  we 
talk  about  advances.  Who  does  the  research?  Where  do  the  new 
medicines  and  therapies  come  from? 

It  connects  to  your  comment  where  you  said  the  two  things  you 
are  most  interested  in  are  (1)  advancing  the  research  agenda  in  the 
NIH  budget,  and  (2)  education,  and  they  are  intimately  related, 
and  that  is  what  I  would  like  to  speak  to  today  about. 

I  have  had  the  privilege  of  being  supported  by  the  National  Insti- 
tutes of  Health,  and  in  particular  the  National  Cancer  Institute,  for 
over  17  years.  My  own  research  and  work  in  the  area  of  human 
leukemia  has  helped  to  define  the  genetic  basis  of  this  group  of  dis- 
eases and  provided  new  insights  useful  in  diagnosis  and  therapy. 
In  fact,  I  was  delighted  that  some  of  the  things  we  worked  on  a 
decade  ago  have  come  to  be  borne  out  in  some  of  the  stories  you 
heard  today  from  Dr.  Forman  and  his  patients. 

As  many  witnesses  have  testified,  the  National  Institutes  of 
Health  funding  is  the  most  critical  resource  available  to  move  our 
knowledge  forward  in  the  fight  against  these  dreaded  diseases.  We 
really  could  put  a  great  deal  more  money  to  use  immediately  on 
needed  and  valuable  research  projects. 

Today  I  would  like  to  focus  on  an  item  of  great  concern  to  me 
as  an  educator  and  a  medical  researcher.  A  not-so-obvious  benefit 
to  added  research  funding  is  the  impact  it  has  on  the  overall  proc- 
ess of  education  for  the  next  generation  of  scientists.  The  excite- 
ment caused  by  the  revolution  in  molecular  biology  and  bio- 
technology has  led  to  direct  advances  in  biomedical  research.  It  has 
also  not  surprisingly  resulted  in  a  dramatic  surge  in  the  number 
of  students  enrolled  in  our  colleges  and  universities  who  major  in 
these  subject  areas. 

At  the  University  of  California,  Los  Angeles,  as  one  example, 
within  the  last  5  years  we  have  seen  a  huge  increase  in  the  num- 
ber of  majors  in  such  disciplines  as  biochemistry,  microbiology, 
neurosciences,  cell  biology,  and  molecular  biology.  Currently,  there 
are  over  5,000  students  enrolled  in  these  areas  of  study  at  UCLA. 
A  little  simple  math  across  the  board  of  the  number  of  people  inter- 
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ested  in  these  subject  areas  around  the  country  comes  to  an  im- 
pressive figure. 

These  students  that  are  interested  in  these  careers  in  bio- 
technology and  biomedicine  get  this  excitement  both  from  what  is 
going  on  in  the  field,  as  well  as  from  the  lay  press.  In  fact,  I  think 
it  is  hard  to  find  a  week  that  either  Time,  Newsweek,  or  other 
major  periodicals  do  not  have  a  lead  story  about  what  is  going  on 
in  biomedicine,  cancer,  and  other  subjects. 

Now,  the  hands-on  doings  of  science  is  a  critical  component  of 
science  training.  Students  in  our  classes  want  to  work  with  the  ad- 
vanced technologies  necessary  to  study  the  important  biological 
processes  associated  with  cancer  and  other  diseases  and  then  apply 
this  knowledge  as  they  move  from  college  into  further  professional 
training — that  would  be  your  son— or  the  job  market. 

They  want  to  participate  in  this  biological  revolution  that  will 
carry  us  into  the  21st  century,  and  at  the  same  time  our  bio- 
technology, pharmaceutical,  and  health  care  industries  want  bet- 
ter-trained graduates  competing  for  the  broad  range  of  jobs  they 
can  provide. 

Now,  I  believe  that  NIH  funding  will  support  not  only  this  criti- 
cal research  agenda  to  press  forward  on  the  causation  of  disease 
and  new  therapies,  but  simultaneously  provide  the  educational 
framework  for  the  efficient  framework  of  new  generations  of  sci- 
entists. This  will  occur  by  increasing  the  opportunities  for  practical 
experience  before  they  leave  their  undergraduate  training  and  con- 
tinuing on  to  graduate  school  and  post  doctoral  training. 

Our  faculty  that  teach  this  group  of  students  must  also  be  criti- 
cal to  practitioners  of  the  art  of  science,  so  if  we  view  our  colleges 
and  universities  as  providers  of  opportunity,  we  must  face  the  issue 
that  classroom  teaching  alone  is  not  sufficient  to  ensure  that  the 
most  competitive  group  of  young  biological  science  graduates  will 
be  the  next  generation  of  professionals  working  to  define  a  knowl- 
edge of  disease  and  new  cures  for  such  diseases. 

PREPARED  STATEMENT 

So  in  summary,  Mr.  Chairman,  the  increase  in  funding  for  the 
National  Institutes  of  Health  will  ensure  faster  progress  toward  the 
treatment  of  these  dreaded  diseases  and  also  ensure  the  quality 
and  training  of  and  opportunity  for  thousands  of  students  who  wish 
to  participate  in  the  biotechnology  and  biomedical  revolutions. 

Thank  you. 

[The  statement  follows:] 

Prepared  Statement  of  Owen  Witte 

Good  morning,  Senator  Specter  and  other  distinguished  members.  My  name  is 
Owen  Witte;  I  am  a  professor  at  the  University  of  California,  Los  Angeles,  and  an 
investigator  at  the  Howard  Hughes  Medical  Institute.  I  am  pleased  to  be  present 
and  to  provide  my  testimony  concerning  the  benefits  of  increased  research  funding 
through  our  National  Institutes  of  Health. 

I  have  had  the  privilege  of  being  supported  by  NIH,  in  particular  the  National 
Cancer  Institute,  for  over  17  years.  My  own  research  experience  and  work  in  the 
area  of  human  leukemias  and  immunology  has  helped  to  define  the  genetic  basis 
of  this  group  of  diseases  and  provided,  I  believe,  new  insights  useful  in  diagnosis 
and  therapy.  As  many  other  witnesses  have  and  will  testify,  NIH  funding  is  the 
most  critical  component  to  move  our  knowledge  forward  in  the  fight  against  these 
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dreaded  diseases.  We  could  put  a  great  deal  more  money  to  use  immediately  on 
needed  and  valuable  research  projects. 

Today  I  would  like  to  focus  on  an  item  of  great  concern  to  me  as  an  educator  and 
a  professor.  A  not-so-obvious  benefit  to  added  research  funding  is  the  impact  it  has 
on  the  overall  process  of  education  for  our  next  generation  of  scientists.  The  excite- 
ment caused  by  the  revolution  in  molecular  biology  and  biotechnology  has  led  to  di- 
rect advances  in  biomedical  research.  It  has  also,  not  surprisingly,  resulted  in  a  dra- 
matic surge  in  the  number  of  students  enrolled  in  our  colleges  and  universities  who 
major  in  these  subject  areas.  At  the  University  of  California,  Los  Angeles,  we  have 
seen  a  dramatic  increase  in  the  number  of  majors  within  the  last  five  years.  The 
number  of  students  declaring  themselves  interested  in  careers  in  biotechnology  and 
biomedicine  has  more  than  doubled.  The  tremendous  public  interest  in  this  subject 
area,  as  seen  in  the  lay  press  and  professional  science  magazines,  goes  hand-in-hand 
with  this  increased  excitement. 

If  our  colleges  and  universities  are  to  provide  the  appropriate  training  for  these 
students,  we  must  not  only  develop  the  didactic  curriculum  for  lecture  and  seminar 
groups,  but  also  provide  substantive  early  research  experiences  in  the  professional 
research  laboratory.  Most  students  get  the  science  bug  sometime  during  junior  high 
or  high  school,  but  they  only  really  experience  science  when  they  have  the  oppor- 
tunity to  conduct  science  themselves. 

The  "hands  on"  doing  of  science  is  a  critical  component  of  science  training.  Stu- 
dents in  our  classes  want  to  work  with  the  advanced  technology  necessary  to  study 
the  important  biological  processes  associated  with  cancer  and  other  diseases  and 
then  apply  this  knowledge  as  they  move  from  college  into  professional  training  for 
the  job  market.  They  want  to  participate  in  the  biological  revolution  that  will  carry 
us  into  the  21st  century.  At  the  same  time,  our  biotechnology,  pharmaceutical,  and 
health  care  industries  want  better-trained  graduates  competing  for  the  broad  range 
of  job  opportunities  they  can  provide. 

Increased  NIH  funding  will  support  not  only  the  critical  research  agenda  to  press 
forward  on  defining  the  causation  of  disease  and  new  therapies,  but  will  simulta- 
neously provide  the  educational  framework  for  the  efficient  training  of  new  genera- 
tions of  scientists.  This  will  occur  by  increasing  the  opportunities  for  practical  on- 
the  job  experience  during  the  undergraduate  years. 

The  faculty  that  teach  this  group  of  our  brightest  students  must  also  be  critical 
practitioners  of  the  art  of  science.  If  we  view  our  colleges  and  universities  as  provid- 
ers of  opportunity,  we  must  face  the  issue  that  classroom  teaching  alone  is  not  suffi- 
cient to  ensure  that  the  most  competitive  group  of  young  biological  science  grad- 
uates will  be  the  next  generation  of  professionals  working  to  define  a  knowledge  of 
disease  and  our  new  cures  for  such  diseases. 

In  summary,  Mr.  Chairman,  an  increase  in  funding  for  the  National  Institutes  of 
Health  will  ensure  faster  progress  toward  the  treatment  of  dreaded  diseases  and  en- 
sure the  quality  training  of  and  opportunity  for  thousands  of  young  students  who 
wish  to  participate  in  the  biotechnology  and  biomedical  revolutions.  Thank  you  for 
your  attention.  I  would  be  happy  to  answer  any  questions. 

MOLECULAR  GENETICS 

Senator  Specter.  Thank  you  very  much,  Dr.  Witte. 

Would  you  amplify  on  exactly  what  molecular  genetics  is? 

Dr.  Witte.  It  is  the  study  of  how  genes  influence  either  processes 
of  life  or,  in  the  case  of  diseases  like  cancer,  how  they  influence  the 
progression  of  disease,  and  it  is  really  an  explosive  area  of  re- 
search, and  what  we  know  about  cancer  causation  today  really  can 
be  lumped  under  that  heading  of  molecular  genetics. 

Senator  Specter.  How  is  that  distinguished  from  microbiology? 

Dr.  Witte.  Microbiology  would  include  the  study  of  microorga- 
nisms, but  as  we  heard  earlier  today,  controlling  a  cytomegalovirus 
[CMV]  infection  in  a  cancer  patient  is  just  as  important  to  the  out- 
come of  that  patient's  life  as  is  treating  the  primary  cancer,  so  it 
is  hard  to  segregate  cancer  research  from  any  of  these  disciplines, 
and  in  fact  we  utilize  all  of  those  disciplines  in  our  approach  to 
studying  cancer. 
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Senator  Specter.  How  would  you  quantify,  if  you  can,  the 
progress  made  on  finding  a  cure  for  cancer?  I  realize  that  is  a  very 
broad  question. 

You  have  Dr.  Bailar  articulating  the  conclusions,  which  we  see 
in  the  morning's  press,  and  I  have  not  had  a  chance  to  read  his 
report,  and  I  suppose  you  have  not  either,  because  it  is  hot  off  the 
press.  How  would  you  respond  to  what  Dr.  Bailar  has  said  in  terms 
of  progress  which  you  have  seen  on  trying  to  find  the  cause  of  can- 
cer with  your  microbiology,  or  molecular  genetics,  or  whatever  else 
there  is  in  the  field? 

Dr.  WlTTE.  This  morning  we  heard  from  many  people  who  said 
they  neither  smoked  nor  drank  or  did  anything  to  any  excess,  and 
we  heard  about  cancer  in  children.  There  is  much  in  cancer  for 
which  there  is  no  appropriate  preventive  cause  of  action.  Cancer 
happens.  It  happens  based  on  genetic  principles  as  well  as  things 
in  our  environment.  That  is  undeniable  by  any  study,  not  just  the 
latest  study. 

What  I  sense  and  what  I  see  is  that  the  progress  we  make  in 
cancer  research  is  hard  to  predict  down  the  line,  and  in  fact  some 
of  the  spectacular  results  we  saw  today  of  people  standing  and  tes- 
tifying about  their  disease  and  treatment — Dr.  Forman — relates  to 
things  that  at  the  time  we  study  them  we  had  no  idea  there  would 
come  to  this  conclusion. 

In  fact,  the  particular  piece  of  work  that  I  did  over  a  decade  ago 
was  to  define  the  molecular  genetic  change  in  the  type  of  leukemia 
that  one  of  the  women  today  spoke  of,  called  chronic  myelogenous 
leukemia.  It  actually  comes  from  something  called  the  Philadelphia 
chromosome,  which  you  may  have  heard  about.  It  is  the  only  cyto- 
genetic event  

Senator  Specter.  Why  is  it  called  the  Philadelphia  chromosome? 
Is  that  like  the  Philadelphia  lawyer? 

Dr.  WlTTE.  No;  it  is  actually  like  the  Philadelphia  Philadelphia 
in  Pennsylvania,  because  Peter  Noel,  the  man  who  first  described 
that,  was  working  at  the  University  of  Pennsylvania. 

The  convention  to  name  chromosomal  abnormalities  after  cities 
started  and  stopped  with  the  Philadelphia  chromosome.  They  now 
have  boring  numbers  that  nobody  will  remember. 

But  as  a  young  assistant  professor  at  UCLA,  without  meaning  to 
we  actually  stumbled  upon  the  molecular  key  to  what  happened  in 
that  disease. 

From  that  point,  my  laboratory,  in  cooperation  with  bio- 
technology companies,  developed  improved  diagnostics  which  are 
used,  I  am  sure  to  this  day  to  monitor  patients  such  as  Dr. 
Forman's  to  look  for  residual  disease  and  an  increase  in  disease, 
and  subsequently  new  therapies  for  this  disease  based  on  a  knowl- 
edge of  how  the  stem  cell,  a  particular  cell  in  the  bone  marrow 
works,  and  how  it  is  affected  by  it. 

So  I  do  not  think  what  is  in  that  article  about  preventing  cancer 
makes  a  lot  of  sense  for  people  who  have  cancer  currently.  I  think 
we  need  to  face  the  reality. 

Senator  SPECTER.  Well,  what  do  you  think  Dr.  Bailar's  point  is? 
It  is  difficult  for  you  to  put  yourself  inside  his  head,  but  

Dr.  Witte.  I  do  not  know  him  and  I  do  not  know  the  study. 

Senator  Specter.  What  do  you  think  his  point  is  here? 
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Dr.  Witte.  I  think  his  point  is  that  there  are  some  preventable 
causes  of  cancer.  I  think  smoking  is  one. 

Senator  Specter.  Well,  OK,  so  we  ought  to  do  more  on  cancer 
prevention.  Smoking,  the  environmental  factors,  detection,  early 
detection,  but  he  fairly  slams  research  very,  very  hard. 

Dr.  Witte.  Well,  having  not  read  his  study  and  only  the  excerpts 
from  the  USA  Today  I  think  probably  I  should  reserve  judgment. 

Senator  Specter.  He  came  to  the  conclusion  back  in  1986.  Now 
he  says  it  again,  on  a  study  that  he  made  up  through  1982. 

Dr.  Freeman,  do  you  have  any  thinking  as  to  whether — we  are 
going  to  ask  him  to  come  in  and  testify  in  Washington. 

Dr.  Freeman.  Yes;  I  think  it  would  be  fair  to  let  him  say  what 
he  really  wants  to  say.  I  have  read  the  article,  and  I  have  it  in  my 
bag  right  here,  and  I  do  believe  that  the  headline  that  you  read 
does  not  depict  the  article. 

Senator  Specter.  Well,  that  is  the  first  time  that  has  ever  hap- 
pened. [Laughter.l 

Dr.  Freeman.  They  have  taken  a  sort  of  editorial  view  and  try 
to  make  a  more  sensational  headline.  I  think  you  can  disagree  with 
Dr.  Bailar  or  you  can  agree,  but  it  is  true,  however,  that  the  great- 
est impact  that  you  can  have  on  an  emanating  cancer  would  be 
prevention. 

If  no  one  smoked,  about  one-third  of  cancers,  people  who  die  now 
would  not  die.  If  we  could  improve  education  with  diet,  another 
third  probably  would  not  die. 

But  it  is  not  an  either-or,  Senator.  If  Dr.  Bailar  is  saying  it  is 
prevention  or  treatment,  then  I  would  disagree  with  him  firmly. 
We  need  to  go  into  research  for  treatment.  We  have  made  great 
breakthroughs.  We  have  people  here  who  represent  those  break- 
throughs. 

Senator  Specter.  Does  his  article  say,  as  depicted  in  the  USA 
Today,  that  we  are  not  getting  value  for  our  research  dollar? 

Dr.  Freeman.  There  is  an  implication  that  we  should  have  shift- 
ed the  money  more  toward  research,  in  his  article. 

Senator  Specter.  Away  from  research? 

Dr.  Freeman.  If  you  had  a  limited  amount  of  money,  he  believes 
you  should  shift  it  more  toward  prevention  as  opposed  to  treatment 
research,  but  I  think  you  need  to  read  the  article.  The  newspaper 
is  a  bit  unfair  to  Dr.  Bailar. 

On  balance,  there  is  a  need  to  prevent  cancer,  and  there  is  a 
need  to  do  research  to  advance  treatments  for  cancer.  We  have 
made  great  advances  in  pediatric  cancer  and  Hodgkins  disease,  cer- 
tainly the  lymphomas,  testicular  cancer.  Truly,  those  are  diseases 
where  not  many  people  are  affected. 

We  have  not  gotten  to  colon  cancer.  We  have  not  gotten  to  breast 
cancer  in  the  way  that  we  have  to. 

Senator  Specter.  We  have  not  gotten  as  far  on  colon  cancer  and 
breast  cancer? 

Dr.  Freeman.  As  far  as  being  able  to  treat  them  for  cure. 
Senator  Specter.  Contrasted  with  the  other  types  of  cancer? 
Dr.  Freeman.  Yes;  that  is  correct. 
Senator  Specter.  Why  are  we  behind  on  breast  cancer? 
Dr.  Freeman.  Because  we  have  not  done  enough  research. 
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Senator  Specter.  That  is  a  field  which  at  least  recently  has  come 
under  intense  scrutiny,  deservedly  so. 
Dr.  Freeman.  Yes. 

Senator  Specter.  In  my  position  I  have  a  lot  of  complaints  about 
the  money  we  are  spending  on  breast  cancer,  the  money  we  are 
spending  on  AIDS,  believe  it  or  not.  People  are  showing  me  statis- 
tics about  how  many  people  have  AIDS  and  how  many  women  have 
breast  cancer,  how  many  people  have  other  kinds  of  ailments.  Of 
course,  you  can  get  the  statistics  arrayed  in  virtually  any  line,  but 
should  we  be  spending  more  money  on  research  on  breast  cancer? 

I  asked  Dr.  Klausner  the  question  on  one  of  our  recent  hearings 
that  we  had  on  the  mammograms,  for  women  between  ages  40  and 
49,  how  much  do  you  need?  How  much  do  you  want?  What  is  the 
figure?  I  have  not  really  gotten  that  figure  here,  because  I  think 
there  are  some  of  us  who  would  spend  whatever  it  takes,  like  Eliza- 
beth Crew's  book,  'Whatever  it  Takes,"  might  even  get  foreign  con- 
tributions for  whatever  it  takes. 

Dr.  Freeman.  Yes;  well,  Senator,  that  is  a  tough  question,  but 
there  is  good  and  bad  in  targeting  research  toward  one  disease.  It 
may  very  well  be  that  the  answer  to  breast  cancer  may  come  from 
another  line  of  research.  We  have  to  deal  with  the  fundamental 
changes  that  take  place  called  carcinogenesis,  and  that  might  occur 
in  a  laboratory  of  a  doctor  who  is  dealing  with  a  different  disease. 

Senator  Specter.  You  are  gesturing  toward  Dr.  Witte. 

Dr.  Freeman.  Yes. 

Senator  Specter.  More  money  for  Dr.  Witte? 

Dr.  Freeman.  Well,  perhaps  so,  but  my  point  is  that  it  is  a  con- 
troversial issue  as  to  whether  you  should  target  money  on  a  certain 
site  as  opposed  to  putting  the  money  on  the  very  basic  research 
that  might  affect  all  sites. 

Senator  Specter.  Well,  thank  you  very  much,  Dr.  Freeman,  Mr. 
Klugman,  Mr.  Rose,  Mr.  Weber,  Dr.  Witte,  and  special  thanks  to 
Ms.  Sherry  Lansing,  chairman  and  CEO  of  Paramount  Pictures 
Corp.  [Applause.] 

She  has  had  an  illustrious  career,  is  having  an  illustrious  career, 
and  we  very  much  appreciate  the  work  that  Dr.  Helen  Segal  has 
done,  presidential  appointee  to  the  National  Cancer  Advisory  Board 
and  chair  of  its  budget  and  planning  committee  which  oversees  the 
board's  $2  billion  budget.  Special  thanks  to  Ms.  Helene  Brown,  a 
leading  advocate,  activist  in  the  fight  against  cancer,  and  respon- 
sible for  implementing  the  mass  media  approach  for  many  items 
going  all  the  way  back  into  the  fifties  and  sixties  on  the  new  pap 
smear.  [Applause.] 

SUBCOMMITTEE  RECESS 

I  have  been  at  quite  a  few  hearings,  and  this  is  one  of  the  best. 
I  will  be  sharing  this  with  our  colleagues  on  the  subcommittee,  the 
full  committee,  and  the  full  Congress,  so  we  thank  you  very  much 
for  coming.  [Applause.] 

That  concludes  our  hearing.  The  subcommittee  will  recess  and 
reconvene  at  the  call  of  the  Chair. 

[Whereupon,  at  12:13  p.m.,  Thursday,  May  29,  the  subcommittee 
was  recessed,  to  reconvene  subject  to  the  call  of  the  Chair.] 
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Washington,  DC. 

The  subcommittee  met  at  2:53  p.m.,  in  room  SD-124,  Dirksen 
Senate  Office  Building,  Hon.  Arlen  Specter  (chairman)  presiding. 
Present:  Senators  Specter  and  Harkin. 

DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 

Health  Care  Financing  Administration 

statement  of  kathleen  a.  buto,  associate  administrator 

FOR  POLICY 

OPENING  REMARKS  OF  SENATOR  SPECTER 

Senator  Specter.  Good  afternoon,  ladies  and  gentlemen.  We  will 
proceed  with  the  Subcommittee  on  Labor,  Health  and  Human  Serv- 
ices, and  Education.  I  regret  our  late  start.  We  have  on  the  floor 
the  intelligence  authorization  bill,  and  it  was  necessary  for  me  to 
be  there,  and  as  sometimes  happens  in  the  Senate  we  are  in  the 
midst  of  a  vote  now,  so  I  voted  and  came  right  over.  We  are  soon 
going  to  have  a  second  vote  and  then  a  third  vote,  so  I  am  going 
to  have  to  return  there  in  about  15  minutes.  We  have  a  great  many 
witnesses  on  important  subjects,  so  we  will  do  the  best  we  can  to 
try  to  conclude  the  hearing.  We  had  scheduled  it  from  2:30  to  4, 
and  whether  we  will  be  able  to  maintain  that  schedule,  I  do  not 
know,  but  we  will  proceed. 

PREPARED  STATEMENT 

I  have  a  lengthy  statement  which  will  be  made  part  of  the 
record. 

[The  statement  follows:] 

Prepared  Statement  of  Senator  Arlen  Specter 

The  Senate  Appropriations  Subcommittee  on  Labor,  Health  and  Human  Services 
and  Education  will  come  to  order.  Today  we  will  have  three  panels  to  discuss  sepa- 
rate, but  equally  important,  topics. 
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We  will  first  hear  from  the  Associate  Administrator  for  Policy  of  the  Health  Care 
Financing  Administration  followed  by  a  distinguished  group  of  medical  professionals 
to  discuss  the  impact  of  proposed  Medicare  "practice  expense"  regulations,  that 
could  result  in  dramatic  changes  in  payments  to  various  providers.  These  regula- 
tions, scheduled  to  take  effect  January  1,  1998,  are  required  by  legislation  passed 
by  Congress  in  1994  to  adjust  Medicare  reimbursement  to  physicians  to  better  re- 
flect the  actual  practice  expense  costs. 

There  has  been  a  great  deal  of  controversy  about  the  accuracy  of  the  data  used 
by  the  Health  Care  Financing  Administration  in  developing  the  new  system  of  cal- 
culating physician  overhead  costs.  It  has  taken  the  Health  Care  Financing  Adminis- 
tration a  long  time  to  issue  these  regulations.  Many  physician  groups,  including  the 
AMA,  have  been  critical  of  the  short  time  they  have  been  given  to  analyze  the  new 
proposals.  Certain  specialists  are  facing  severe  reductions  in  Medicare  reimburse- 
ments, that  when  combined  with  other  fee  schedule  changes  being  contemplated  by 
Congress,  could  adversely  effect  quality  of  care  and  access  to  care  by  senior  citizens. 

Even  as  these  regulations  are  being  published  for  a  60-day  comment  period,  the 
authorizing  Committees  are  considering  changes  to  the  law  as  part  of  reconciliation 
legislation  which  is  on  a  fast  track  in  Congress.  This  hearing  provides  not  only  the 
first  opportunity  to  discuss  the  proposed  regulations,  but  also  to  assess  the  impact, 
feasibility,  and  cost  to  this  Committee  of  possible  legislative  changes  requiring  the 
collection  of  new  data. 

The  final  panel  will  continue  our  ongoing  series  of  testimony  examining  the  na- 
tional War  on  Cancer  and  its  progress  and  prognosis  after  25  years  of  effort.  On 
two  previous  occasions,  once  here  and  once  in  Los  Angeles,  we  heard  compelling  tes- 
timony from  individuals  who  have  survived  cancer  and  who  called  for  more  cancer 
research.  On  the  morning  of  our  Los  Angeles  hearing,  May  29,  the  USA  Today 
newspaper  ran  a  front  page  story:  "$30  Billion  War  on  Cancer  a  Bust?",  based  on 
an  article  in  the  New  England  Journal  of  Medicine  that  critiques  the  priorities  given 
to  prevention  research  verses  treatment  research  in  the  War  on  Cancer.  Our  panel 
will  feature  Dr.  John  Bailar  of  the  University  of  Chicago,  chief  author  of  that  article, 
and  Dr.  Richard  Klausner,  Director  of  the  National  Cancer  Institute  and  as  such, 
stands  as  the  commander  in  chief  in  the  War  on  Cancer. 

SUMMARY  STATEMENT  OF  HON.  KATHLEEN  BUTO 

Senator  Specter.  We  will  proceed  now  to  hear  Ms.  Kathleen 
Buto,  Associate  Administrator  for  Policy  of  the  Health  Care  Financ- 
ing Administration.  And  to  the  extent  you  can  focus,  Ms.  Buto,  in 
the  5  minutes  you  have  allotted  to  you  as  to  what  is  happening 
with  the  schedule  of  physician  payments  due  on  May  1  and  what 
the  proposals  are  for  HCFA  to  act  on  that,  there  are  some  propos- 
als now  pending  to  give  a  year's  delay,  and  what  would  that  mean 
and  what  can  we  expect  from  HCFA. 

Thank  you  for  joining  us.  The  floor  is  yours. 

Ms.  Buto.  Thank  you  very  much,  Mr.  Chairman.  I  am  pleased 
to  be  here  today  to  discuss  our  proposals  for  implementing  the  fee 
schedule,  the  relative-value-based  practice  expense  portion  of  the 
fee  schedule.  I  have  a  lengthier  statement  which  is  being  submitted 
for  the  record.  I  am  going  to  really  respond  very  directly  to  your 
comments  and  first  announce  that  the  proposed  rule  was  published 
in  the  Federal  Register  on  Wednesday.  It  does  some  very  important 
things  to  begin  to  change  and  make  more  accurate  the  relative 
overhead  payments  or  the  overhead  cost  payments. 

Senator  Specter.  Any  coincidence  of  that  publication  yesterday 
with  this  hearing  today? 

Ms.  Buto.  No;  quite  frankly,  we  have  been  working  toward  a 
May  1  date,  as  you  noted,  and  it  has  just  taken  us  longer  than  that 
to  get  this  work  completed.  So  there  was  really  no  connection. 

Senator  Specter.  No  connection.  OK. 
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PHYSICIAN  PRACTICE  EXPENSE 

Ms.  Buto.  We  actually  put  the  reg  on  Federal  Register  display 
on  Friday  the  13th,  an  auspicious  date,  but  it  has  been  out  in  the 
public  domain  since  last  week. 

The  way  physicians  are  now  paid,  we  have  a  fee  schedule  where 
the  work  part  of  the  fee  schedule  is  based  on  physicians'  estimates 
of  their  time,  skill,  and  effort  typically  required  for  the  service.  But 
practice  expenses  and  malpractice  values  in  our  fee  schedule  are 
based  on  our  old  historical  reasonable  charge  system.  These  are 
historical  charges  without  a  direct  relationship  to  actual  costs. 

The  inequity  in  the  current  system  could  be  seen  by  comparing 
practice  expense  payments,  these  overhead  payments,  for  the  most 
common  office  visit  with,  for  example,  triple  heart  bypass  surgery. 
Medicare  pays  almost  100  times  more  for  the  physicians'  practice 
expense,  this  overhead  payment,  for  bypass  surgery  than  for  an  of- 
fice visit.  This  would  be  about  $1,400  in  overhead  payments  to  the 
surgeon  compared  to  about  only  $14  for  the  office  visit  overhead. 
Most  observers  agree  that  the  relative  values  here  for  practice  ex- 
penses are  out  of  line  for  both  services,  and  our  analysis  suggests 
that  the  ratio  should  be  closer  to  18  times  as  great  for  heart  bypass 
overhead  costs  as  for  the  office  visit,  not  100  to  1  as  currently  is 
the  case. 

So  as  you  pointed  out,  we  have  issued  a  proposed  rule.  The  rule 
is  supposed  to  go  into  effect  for  fee  schedule  payments  beginning 
January  1,  1998.  As  you  noted,  the  Congress  is  considering  a  num- 
ber of  proposals,  both  the  House  and  Senate,  to  look  at  an  extended 
implementation  schedule  for  the  fee  schedule.  As  currently  in  law, 
the  fee  schedule  changes  would  go  into  effect  in  one  fell  swoop  be- 
ginning January  1,  1998,  the  original  fee  schedule  provisions  in- 
volving the  work  portion  that  is  now  on  a  relative  value  basis. 

Senator  Specter.  So  you  are  prepared  to  have  the  schedules  go 
into  effect  January  1,  1998? 

Ms.  Buto.  We  are  prepared  to  do  that.  The  proposal  is  put  for- 
ward with  that  schedule  still  in  mind  because  we  do  not  know  ulti- 
mately what  the  legislation  will  say.  However,  I  want  to  add  that 
the  administration  is  working  with  the  committees  to  look  at  an  ex- 
tended implementation  schedule,  and  we  want  to  work  produc- 
tively. We  agree  that  in  many  ways  this  kind  of  an  extension  would 
allow  the  changes  to  go  in  more  gradually. 

Senator  Specter.  Do  you  favor  an  extension? 

Ms.  Buto.  We  do.  We  favor  an  extended  implementation  sched- 
ule. 

I  want  to  just  point  out  a  couple  of  things  about  the  way  we  did 
the  fee  schedule.  We  used  extensively  the  physician  community  to 
help  us  derive  these  values.  The  values  are  complicated.  I  will  not 
go  into  them  here  because  my  testimony  more  specifically  lays  out 
how  direct  costs  and  indirect  costs  are  computed  and  what  they  are 
and  so  on.  But  we  did  calculate  these  values  using  more  than  170 
physicians,  15  expert  panels,  and  we  included  in  those  panels,  in 
addition  to  the  170  physicians,  practice  managers  and  nonphysi- 
cians  such  as  registered  nurses  who  would  have  knowledge  of  the 
staffing  and  overhead  costs  associated  for  each  procedure. 
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I  should  point  out  there  are  about  7,000  procedures  that  had  to 
be  costed,  if  you  will.  In  addition  to  that,  since  they  are  in  office 
and  out  of  office,  we  are  talking  in  the  neighborhood  of  14,000  dis- 
tinct prices  or  costs  that  had  to  be  associated  with  these  fees.  So 
it  is  a  fairly  complicated  process. 

Senator  Specter.  Was  the  questionnaire  of  any  value  to  you? 

Ms.  Buto.  The  questionnaire,  the  survey  that  we  commissioned 
ABT  Associates  to  put  out,  which  they  did  last  year,  turned  out  to 
be  very  disappointing.  We  got  about  a  20-percent  response  rate 
from  physicians,  and  found  that  we  could  not  use  it.  Our  hope  was 
that  it  would  help  us  to  make  that  judgment  about  the  right  share 
between  indirect  costs  and  direct  costs  for  each  of  the  procedures. 

Senator  Specter.  My  question  was  was  it  of  any  value  to  you? 

PREPARED  STATEMENT 

Ms.  Buto.  Well,  it  was  valuable  in  that  we  thought  we  could  get 
more  information  than  we  did.  I  think  if  we  had  not  undertaken 
the  survey  we  might  be  under  the  illusion  that  we  could  do  a  major 
survey.  We  now  think  major  survey  is  not  the  way  to  go  in  develop- 
ing the  methodology  for  indirect  costs  and  that  we  ought  to  use 
more  accounting-based  methods  for  doing  that,  and  that  is  what  we 
have  proposed  in  the  proposed  rule. 

Senator  Specter.  Ms.  Buto,  would  you  mind  staying  with  us?  We 
have  five  chairs  here.  What  I  would  like  to  do  now  is  call  the  doc- 
tors, because  I  think  we  are  going  to  have  some  interchange,  and 
we  will  use  the  question  and  answer  session  as  we  move  through 
the  doctors. 

[The  statement  follows:] 

Prepared  Statement  of  Hon.  Kathleen  A.  Buto 

INTRODUCTION 

Mr.  Chairman  and  Members  of  the  Subcommittee,  I  am  pleased  to  be  here  today 
to  discuss  the  Health  Care  Financing  Administration's  proposed  plans  for  imple- 
menting the  practice  expense  relative  value  requirements  which  Congress  mandated 
for  physician  services  under  the  Medicare  fee  schedule.  Research  performed  by  the 
Physician  Payment  Review  Commission  (PPRC)  and  recommendations  made  in  their 
1993  annual  report  to  the  Congress  documented  the  need  to  change  the  current 
practice  expense  RVU  system  and  the  significant  redistributions  that  would  occur 
under  the  new  system.  Following  the  PPRC  recommendations,  Congress  passed  leg- 
islation requiring  HCFA  to  implement  a  resource-based  practice  expense  relative 
value  system  beginning  in  1998.  The  intent  of  the  new  system  is  to  create  a  more 
equitable  system  for  physician  reimbursement  which  better  reflects  the  relative  cost 
of  the  resources  that  are  involved  when  a  physician  performs  a  service. 

BACKGROUND 

Medicare's  physician  fee  schedule,  implemented  beginning  January  1,  1992,  estab- 
lished relative  values  for  three  components  of  each  physicians'  service:  physician 
work,  practice  expenses,  and  malpractice  insurance.  The  sum  of  these  three  compo- 
nents represents  the  total  relative  value  for  a  service;  this  total  relative  value  is 
used  in  conjunction  with  a  conversion  factor  to  establish  the  Medicare  fee  schedule 
amount  for  the  service.  The  relative  size  of  the  three  components  varies  for  each 
service,  but  on  average,  physician  work  represents  54  percent  of  the  overall  relative 
value,  practice  expenses  41  percent  and  malpractice  insurance  5  percent. 

The  relative  values  for  physician  work  were  based  on  physicians'  estimates  of  the 
physician  time  and  effort  typically  needed  to  perform  each  service.  Practice  expense 
and  malpractice  expense  relative  value  units,  however,  were  constructed  based  on 
allowed  charges  under  the  old  reasonable  charge  system  of  paying  physicians.  Rel- 
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ative  values  for  these  components  thus  largely  reflect  historical  charge  values,  with- 
out a  direct  and  explicit  relationship  to  resources  used. 

One  example  of  the  inequity  in  the  current  system  can  be  seen  by  comparing  prac- 
tice expense  RVU's  that  Medicare  currently  pays  for  the  most  common  office  visit 
and  for  triple  heart  by-pass  surgery.  Under  the  existing  system,  Medicare  pays  al- 
most 100  times  more  for  the  physician's  practice  expense  (overhead)  for  a  by-pass 
surgery  than  for  an  office  visit.  In  other  words,  a  physician  practicing  in  an  office 
would  have  to  do  almost  100  office  visits  to  receive  the  same  amount  of  practice  ex- 
pense as  performing  one  by-pass  surgery  in  a  hospital.  Most  observers  would  agree 
that  the  "relative"  values  for  practice  expense  is  out  of  line  for  both  services.  Our 
analyses  suggest  that  a  ration  of  about  18  visits  to  1  heart  by-pass  procedure  is 
more  appropriate,  not  100  to  1. 

PROPOSED  RESOURCE-BASED  PRACTICE  EXPENSE  RVU 

To  replace  the  current  system  of  paying  for  practice  expenses,  Section  121  of  the 
Social  Security  Act  Amendments  of  1994  requires  the  Secretary  of  Health  and 
Human  Services  to  develop  and  implement,  effective  January  1,  1998,  a  system  of 
resource-based  practice  expense  relative  value  units  for  each  physicians'  service.  The 
law  requires  that  the  methodology  recognize  the  staff,  equipment,  and  supplies  used 
in  the  provision  of  medical  and  surgical  services  in  various  settings. 

Let  me  also  point  out  that  our  task  is  to  develop  a  set  of  "relative"  values  for  prac- 
tice expenses.  That  is,  we  need  to  determine  the  resource  inputs  for  one  procedure 
relative  to  another.  Our  task  is  not  to  measure  the  actual  practice  costs  of  any  indi- 
vidual physician  as  we  are  not  designing  a  cost-based  reimbursement  system. 

We  closely  followed  the  statutory  provisions  in  designing  the  resource-based  prac- 
tice expense  relative  value  system.  The  approach  we  are  using  is  one  in  which  we 
divide  practice  costs  into  direct  and  indirect  practice  expense.  Direct  costs  are  the 
specific  resource  inputs,  such  as  clinical  and  non-clinical  labor,  medical  supplies, 
and  equipment,  that  can  be  identified  for  a  specific  service.  Indirect  costs  are  over- 
head costs  that  do  not  obviously  relate  to  specific  services  but  under  the  fee  sched- 
ule must  be  allocated  to  individual  services.  Indirect  costs  include  rent,  utilities,  of- 
fice equipment,  accounting  and  legal  fees,  and  similar  general  expenses.  Relative 
value  units  are  derived  separately  for  direct  costs  and  for  indirect  costs  and  then 
summed  to  create  practice  expense  relative  value  units.  We  have  proceeded  by  at- 
tempting to  identify  all  the  specific  direct  costs  for  individual  services  and  have  used 
an  allocation  method  to  attribute  indirect  costs  to  individual  services.  As  we  devel- 
oped our  approach,  we  sought  input  from  researchers  expert  in  relevant  methodolo- 
gies and  from  staff  of  the  PPRC. 

We  have  attempted  to  treat  as  many  physician  practice  costs  as  possible  as  direct 
costs,  explicitly  linked  to  specific  services  and  thus  not  requiring  allocation.  For  hos- 
pital based  services,  we  have  even  included  as  direct  costs  the  many  office  expenses 
such  as  services  of  the  receptionist  to  set  up  the  appointment,  the  office  billing  and 
collection  costs.  In  the  aggregate,  our  estimates  are  that  direct  expenses  are  ap- 
proximately 55  percent  of  total  practice  expenses  while  indirect  expense  are  about 
45  percent. 

The  data  to  establish  the  direct  practice  expense  relative  value  units  come  from 
resource  profiles  furnished  by  expert  clinical  panels  composed  of  practicing  physi- 
cians, practice  managers  and  other  nonphysicians,  such  as  registered  nurses.  These 
practitioners  served  on  15  Clinical  Practice  Expert  Panels  (CPEPs),  each  generally 
consisting  of  12  to  15  members.  These  panels  estimated  the  typical  amounts  of  non- 
physician  staff  time,  including  both  clinical  and  non-clinical  staff,  medical  supplies, 
and  medical  equipment  expended  in  the  provision  of  each  physician  service. 

Because  the  physician  practice  incurs  different  costs  in  the  office  and  non-office 
setting,  the  CPEFs  reported  direct  service  inputs  for  both  settings  when  appro- 
priate. The  direct  costs  for  each  service  were  determined  by  applying  national  stand- 
ardized wages  or  prices  to  the  service  inputs. 

There  has  been  much  misinformation  claiming  that  this  new  system  is  not  based 
on  accurate  data.  I  wish  to  be  very  clear  on  this  point:  We  obtained  data  about  the 
direct  resource  inputs  from  the  physician  community.  We  asked  physicians  partici- 
pating on  the  CPEFs  to  determine  what  supplies  and  equipment  are  used  for  the 
procedure  and  how  long  they  are  used.  We  asked  the  number  and  kinds  of  staff 
needed  and  the  time  they  spend  on  procedures.  We  asked  physicians  how  much  staff 
time  it  takes  to  do  the  paperwork,  appointments,  billing,  authorizations,  reports  and 
correspondence.  We  obtained  all  of  these  estimates  from  physicians  who  perform  the 
procedures,  their  nurses  and  clinical  assistants  and  the  administrators  who  manage 
clinics  and  practices.  We  added  up  the  costs  of  the  supplies,  equipment  and  staff 
to  determine  the  other  direct  expense  for  each  service.  As  I  will  explain  below,  we 
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then  allocated  part  of  the  overhead  (rent,  heat,  lights,  automobile,  etc.)  to  each  code 
since  all  codes  must  have  overhead  components. 

The  allocation  of  indirect  expenses  to  particular  services  is  a  standard  problem 
in  accounting  for  all  industries.  The  task  we  face  is  to  determine  how  much  indirect 
expenses  such  as  rent  and  utilities  should  be  associated  with  a  particular  procedure. 
Unlike  direct  expenses  where  the  resource  inputs  can  be  specifically  linked  to  par- 
ticular services,  indirect  expenses  by  their  nature  cannot  be  linked  to  specific  serv- 
ices. The  issue  of  how  much  rent  or  expenses  for  utilities  that  physician's  practice 
incurs  should  be  allocated  to  a  by-pass  surgery  or  an  office  visit  requires  some  type 
of  allocation  method.  No  survey  or  study  could  determine  the  indirect  costs  of  any 
of  the  more  than  7,000  individual  procedures. 

No  universally  accepted  method  for  allocation  of  indirect  expenses  exists.  Account- 
ants look  for  reasonable  proxies  and  available  data.  For  example,  a  reasonable  case 
can  be  made  that  the  amount  of  rent  and  utilities  associated  with  particular  proce- 
dures should  depend  on  the  amount  of  time  the  physician  or  his  staff  spend  doing 
the  procedure.  Preliminary  impacts  we  released  to  the  physician  community  in  Jan- 
uary of  this  year  were  based  on  allocating  indirect  expenses  using  these  two  ap- 
proaches. 

We  have  continued  to  review  those  approaches  to  allocating  indirect  expenses  as 
well  as  consider  other  alternatives.  However,  basically  all  the  approaches  we  consid- 
ered utilized  formula-based  methods  in  which  indirect  practice  relative  values  are 
assigned  to  individual  codes  based  on  some  factor,  such  as  physician  time,  nonphysi- 
cian  time,  direct  practice  expenses,  or  some  combination  of  these  factors.  Our  Notice 
of  Proposed  Rulemaking  selects  a  method  of  allocating  indirect  costs  that  is  driven 
by  direct  costs,  an  allocation  method  that  we  believe  is  sound.  The  proposed  rule 
also  discusses  other  options  and  why  they  were  not  selected. 

Also,  I  wish  to  set  the  record  straight  about  a  survey  of  physicians  that  we  started 
but  subsequently  canceled.  We  initiated  the  survey  to  obtain  data  on  aggregate 
practice  costs  and  case  mix  of  physician  practices.  However,  we  canceled  the  survey 
due  to  unacceptably  low  response  rates.  If  the  survey  response  rate  had  been  ade- 
quate, it  might  have  provided  additional  data  on  indirect  costs  for  the  entire  prac- 
tice that  would  have  allowed  estimation  of  econometric  cost  functions  which,  if  they 
yielded  plausible  estimates,  would  have  provided  an  alternative  approach  to  the  al- 
location of  indirect  costs  to  particular  procedures.  However,  the  survey  itself  would 
not  have  determined  the  indirect  costs  of  particular  procedures,  nor  would  it  have 
been  a  source  of  data  for  individual  procedures.  The  bottom  line  is  that  regardless 
of  the  physician  practice  cost  data  source,  we  still  have  to  select  a  method  for  allo- 
cating indirect  costs  to  individual  procedures. 

We  believe  that  the  methodology  we  have  used  is  fundamentally  sound  and  that 
the  data  are  not  fundamentally  flawed.  We  believe  that  our  results  are  the  best  that 
can  be  achieved,  given  the  information  that  is,  or  would  likely,  become  available. 
However,  we  recognize  that  the  proposed  values  do  contain  some  anomalies,  as  one 
would  expect  with  any  effort  of  this  magnitude.  A  purpose  of  the  proposed  rule  is 
to  solicit  procedure-specific  comments  from  physicians  about  the  practice  expense 
relative  value  units.  We  plan  to  refine  the  proposed  values  in  response  to  comments 
received. 

IMPACT  ON  PHYSICIANS 

The  statute  requires  that  the  new  system  be  implemented  in  a  budget-neutral 
way.  This  means  that  there  will  be  both  winners  and  losers.  The  general  pattern 
of  winners  and  losers  by  specialty  is  similar  to  the  winners  and  losers  in  the  1993 
PPRC  report,  although  the  magnitudes  differ  somewhat. 

The  new  system  shifts  practice  expense  RVLPs  from  services  performed  in  the  hos- 
pital setting  to  services  performed  in  the  office  setting.  Physicians  in  specialties 
which  tend  to  perform  more  services  in  offices  gain  and  specialties  who  work  mostly 
in  hospitals  experience  reductions.  Specialties  that  divide  their  time  between  the  of- 
fice and  the  hospital  would  experience  modest  increases  or  decreases. 

Hospital  based  surgical  specialists  are  likely  to  see  the  greatest  payment  reduc- 
tion. They  would  still  receive  payments  for  practice  expenses  covering  the  direct 
costs  of  the  resource  inputs  they  incur  for  services  performed  in  the  hospital,  as  well 
as  direct  expense  payments  for  pre-  and  post-operative  care  provided  in  their  offices, 
and  payment  for  indirect  costs  for  direct  costs  in  both  the  hospital  and  office  setting. 

Let  me  explain  why  the  proposed  system  would  result  in  a  significant  shift  from 
hospital  based  to  office  based  services.  Inpatient  hospital  surgery  provides  a  good 
example.  A  surgeon,  while  performing  a  3-vessel  bypass,  may  provide  hours  of  dif- 
ficult work.  Since  bypass  surgery  is  always  performed  in  a  hospital,  the  hospital 
provides  the  staff,  medical  equipment  and  supplies  provided  during  the  entire  hos- 
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pitalization  which  are  all  covered  under  the  prospective  payment  system  of  reim- 
bursement to  the  hospital.  The  surgeon  incurs  indirect  costs  such  as  setting  up  ap- 
pointments, the  expense  of  post-operative  visits,  and  the  administrative  expense  of 
creating  a  single  patient  record,  obtaining  approvals  from  third  party  payers  and 
sending  a  single  bill. 

Compare  this  to  the  primary  care  physician  who  incurs  all  direct  costs  for  services 
performed  in  "his"  office.  The  physician  who  removes  three  skin  lesions  from  three 
patients  in  the  office  incurs  indirect  costs  such  as  rent  and  the  costs  of  maintaining 
an  office,  the  administrative  cost  of  creating  three  records  and  sending  three  bills, 
the  cost  of  the  clinical  staff  to  prepare  instruments  and  assist  in  three  different  pro- 
cedures, the  costs  of  other  staff,  supplies  and  equipment  to  do  the  service,  and  the 
cost  of  providing  follow-up  visits. 

We  believe  that  the  redistributions  resulting  from  resource-based  practice  ex- 
penses could  be  difficult  for  physicians  in  some  specialties.  For  this  reason  we  will 
work  with  the  Congress  to  change  the  law  so  that  resource-based  practice  expense 
payments  would  be  phased  in  gradually.  The  statute  does  not  provide  for  such  a 
transition.  The  phased-in  implementation  schedule  will  allow  us  to  refine  the  appli- 
cation of  our  methodology  to  ease  the  inequities  this  legislation  was  intended  to  ad- 
dress. 

In  order  to  implement  a  new  system  by  the  statutory  effective  date,  the  Health 
Care  Financing  Administration  will  publish  an  NPRM  this  month.  The  proposed 
rule  will  have  a  formal  60  day  comment  period.  We  believe  that  prior  consultations 
with  physician  groups  and  specialty  societies  were  very  comprehensive  and  contrib- 
uted greatly  to  more  accurate  relative  values  for  practice  expenses.  However,  we 
think  there  may  be  anomalies  in  some  of  the  values  and  we  will  be  looking  for  pre- 
cise code  specific  comments  from  physicians  on  these  points. 

PRACTITIONER  INVOLVEMENT 

Not  only  have  we  sought  to  keep  the  physician  community  involved  and  informed 
on  the  progress  of  this  initiative  throughout  the  process,  we  have  obtained  the  direct 
cost  data  for  this  new  system  from  them.  The  data  to  create  the  resource-based 
practice  expense  RVU's  came  primarily  from  two  sources,  both  of  which  were  pro- 
vided by  physicians.  In  1996  HCFA  convened  the  15  CPEFs  of  practicing  physi- 
cians, non-physician  clinicians,  and  practice  managers,  including  180  members  from 
more  than  61  specialties  and  subspecialties,  to  provide  data  on  direct  expenses  for 
about  6,000  CRT  codes.  The  panelists  were  nominated  by  national  specialty  soci- 
eties. Ultimately,  the  American  Medical  Association's  1996  Socioeconomic  Survey 
data  were  used  to  divide  practice  expense  relative  values  into  direct  and  indirect 
cost  portions.  These  data  are  collected  annually  from  4,000  practicing  physicians. 

In  addition,  HCFA  held  five  open  but  formal  meetings  with  a  broad  array  of  phy- 
sician specialty  groups.  The  purpose  of  these  meetings  was  to  solicit  physician  input 
and  provide  them  with  project  updates.  At  the  January  1997  meeting  HCFA  re- 
leased (1)  preliminary  impacts  by  physician  specialty  for  several  different  models 
under  consideration,  and  (2)  preliminary  resource-based  practice  expense  relative 
value  units  for  the  top  200  procedure  codes.  Shortly  thereafter,  HCFA  made  avail- 
able the  underlying  direct  cost  data  which  provided  the  basis  for  the  calculations. 
Thus,  in  making  this  information  available  prior  to  publication  of  the  proposed  rule, 
HCFA  has  allowed  extended  time  of  nearly  6  months  for  medical  organizations  to 
analyze  and  provide  input  into  the  process.  HCFA  staff  accepted  numerous  invita- 
tions to  meet  with  representatives  of  segments  of  the  medical  profession  and  we  ex- 
pect to  continue  meeting  with  the  profession  at  appropriate  times. 

CONCLUSION 

We  are  confident  that  our  basic  methodology  for  implementation  of  resource-based 
practice  expense  is  sound  and  we  are  prepared  to  implement  the  legislation  in  Janu- 
ary 1998  as  required.  We  conducted  extensive  consultations  with  physician  groups 
and  specialty  societies.  This  process  contributed  significantly  to  the  development  of 
more  accurate  relative  values  for  practice  expenses.  Certainly,  we  are  receptive  to 
additional  consultations  and  refinements  that  will  improve  upon  the  provisions  of 
our  proposed  rule.  Finally,  we  understand  the  difficulties  that  the  proposed  changes 
present  for  some  specialty  groups.  We  look  forward  to  working  with  the  Congress 
on  the  gradual  phase-in  of  the  new  resource-based  practice  payment  system. 
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CHRISTINE  GOERTZ,  VICE  PRESIDENT  OF  RESEARCH,  POLICY  AND 
INFORMATION  SERVICES,  AMERICAN  CHIROPRACTIC  ASSOCIA- 
TION 

JAY  H.  KLEIMAN,  GOVERNMENTAL  RELATIONS  COMMITTEE, 
AMERICAN  COLLEGE  OF  CARDIOLOGY 

ALAN  R.  NELSON,  CHIEF  EXECUTIVE  OFFICER,  AMERICAN  SOCI- 
ETY OF  INTERNAL  MEDICINE 

DONALD  H.  SMITH,  IMMEDIATE  PAST  PRESIDENT,  AMERICAN  SO- 
CIETY OF  GENERAL  SURGEONS 

REMARKS  OF  SENATOR  SPECTER 

Senator  Specter.  Would  Dr.  Christine  Goertz,  Dr.  Kleiman,  Dr. 
Nelson,  and  Dr.  Smith  come  forward  at  this  time?  And  we  begin 
with  Dr.  Christine  Goertz,  vice  president  of  the  research  policy  and 
information  services  for  the  American  Chiropractic  Association, 
former  assistant  professor  at  Northwestern  College  of  Chiropractic, 
and  coprincipal  investigator  of  the  treatment  of  hypertension  with 
alternative  therapy  study,  former  chair  of  the  Minnesota  Chiro- 
practor Association's  legislation  and  National  Health  Care  Commit- 
tee. 

Dr.  Goertz,  welcome.  Thank  you  for  joining  us,  and  I  look  for- 
ward to  your  testimony.  I  regret  the  5-minute  time  limit,  but  I  also 
regret  even  more  that  that  is  customary. 

SUMMARY  STATEMENT  OF  CHRISTINE  GOERTZ 

Dr.  GOERTZ.  Thank  you,  Chairman  Specter  and  members  of  the 
committee.  It  is  a  pleasure  to  be  here  this  afternoon.  It  is  an  honor 
for  me  to  be  given  the  opportunity  to  testify  before  this  committee, 
and  it  is  a  special  privilege  for  me  to  have  my  son  Nathan  with  me 
today.  Thank  you. 

Senator  Specter.  Where  is  Nathan? 

Dr.  Goertz.  He  is  the  short  one  right  there,  I  think  the  only  10- 
year-old  in  the  room. 

I  was  asked  by  this  committee  to  testify  regarding  the  status  of 
HCFA's  current  proposal  to  reform  Medicare  payment  to  physicians 
for  their  practice  expense  costs.  It  is  my  opinion  and  the  opinion 
of  the  American  Chiropractic  Association  that  the  resource-based 
methodology  used  by  HCFA  to  calculate  practice  expense  is  basi- 
cally sound,  and  that  the  new  fee  schedule  should  go  into  effect  in 
January  1998,  as  scheduled.  Under  the  new  system  proposed  by 
HCFA,  practice  expense  will  be  more  fairly  allocated  to  those  who 
primarily  provide  office-based  services,  and,  therefore,  are  finan- 
cially responsible  for  their  own  overhead  expenses. 
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For  example,  76  percent  of  chiropractic  physicians  are  in  a  solo 
private  practice.  Less  than  9  percent  of  doctors  of  chiropractic  prac- 
tice in  urban  areas  of  more  than  1  million  residents  and  nearly  half 
practice  in  communities  of  less  than  50,000.  A  national  survey 
showed  that  the  mean  practice  expense  for  doctors  of  chiropractic 
is  just  under  60  percent  of  their  average  gross  income  at  present. 

While  on  average,  the  practice  expense  under  the  current  Medi- 
care system  comprises  about  40  percent  of  the  fee  for  any  given 
CPT  or  HCPCS  code  that  is  reimbursed  under  the  fee  schedule, 
right  now  for  the  three  codes  the  doctors  of  chiropractic  are  allowed 
reimbursement  for  under  the  system,  the  practice  expense  com- 
prises only  30.3  percent  of  the  total  RVXTs  that  have  been  allocated 
to  those  codes.  Thus,  the  actual  practice  expense  for  doctors  of 
chiropractic  is  approximately  twice  the  practice  expense  that  is  re- 
imbursable by  Medicare  at  this  present  time. 

Although  doctors  of  chiropractic  are  slated  for  an  increase  of  ap- 
proximately 15  percent  in  total  reimbursement  for  Medicare  serv- 
ices, under  the  proposed  resource-based  practice  expense  system 
the  total  impact  on  the  net  income  of  the  profession  is  relatively 
small  on  average.  Basically  doctors  of  chiropractic  see  about  8.4 
percent  of  their  income  is  derived  from  Medicare  fees.  According  to 
HCFA's  estimates  under  implementation  of  the  fee  schedule,  as 
outlined  in  the  preliminary  rule  that  was  released  yesterday,  the 
average  net  yearly  income  of  doctors  of  chiropractic  would  change 
from  just  under  $94,000  to  just  over  $95,000,  resulting  in  an  in- 
crease of  just  over  $1,000  annually. 

Now,  it  has  been  intimated  by  some  during  the  debate  that  has 
led  up  to  this  testimony  today  that  the  increases  projected  for  non- 
medical providers,  nonmedical  doctors  such  as  chiropractors,  ac- 
count somehow  for  the  losses  that  are  projected  for  some  of  the 
other  groups,  and  I  want  to  make  the  point  that  this  is  just  simply 
not  the  case.  According  to  HCFA,  reimbursement  from  nonmedical 
doctors  such  as  podiatrists,  chiropractors,  and  optometrists  com- 
prise about  4  percent  of  the  fee  schedule.  They  eliminated  our  in- 
crease that  would  only  make  a  2-percent  difference  to  all  of  the 
other  groups. 

NEW  PAYMENT  SYSTEM 

For  example,  HCFA  has  projected  that  under  the  new  payment 
system  reimbursement  for  a  CABG,  or  coronary  bypass  procedure, 
would  fall  to  approximately  $1,770.  If  they  eliminated  all  nonmedi- 
cal doctors  from  the  system,  it  would  make  a  difference  of  only  $16 
in  a  CABG.  It  would  increase  to  $1,786  for  the  procedure. 

The  projected  reallocation  assigned  to  chiropractic  alone  has  an 
almost  insignificant  

Senator  Specter.  Ms.  Buto,  would  you  focus  on  this,  because  I 
am  going  to  ask  you  in  a  moment  whether  you  agree  with  this?  Go 
ahead,  Doctor  Goertz. 

prepared  statement 

Dr.  Goertz.  In  summary,  we  believe  that  any  delay  in  the  imple- 
mentation of  the  practice  expense  is  unwarranted;  that  the  current 
system  is  unfair  to  those  who  primarily  provide  office-based  serv- 
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ices,  and  are  responsible  for  their  own  overhead;  and  that  this  bur- 
den is  felt  especially  by  practitioners  who  are  in  solo  practice.  We 
also  believe  that  it  is  unlikely  that  a  delay  in  implementation 
would  lead  to  significantly  better  data  or  significantly  improved 
methodology  for  arriving  at  practice  expense. 
Thank  you. 

Senator  Specter.  Thank  you  very  much,  Dr.  Goertz. 
[The  statement  follows:] 

Prepared  Statement  by  Christine  Goertz,  D.C. 

Chairman  Specter,  Senator  Harkin,  Members  of  the  Committee  and  ladies  and 
gentlemen  present,  good  afternoon. 

My  name  is  Dr.  Christine  Goertz,  Vice  President  of  Research,  Policy  and  Informa- 
tion Services  for  the  American  Chiropractic  Association.  I  earned  my  doctor  of  chiro- 
practic degree  from  Northwestern  College  of  Chiropractic  in  Bloomington,  Min- 
nesota and  I  am  currently  a  doctoral  student  at  the  University  of  Minnesota's  Insti- 
tute for  Health  Services  Research.  It  is  an  honor  for  me  to  be  given  the  opportunity 
to  testify  before  this  Committee,  and  a  privilege  to  have  my  son  Nathan  present 
here  today. 

I  was  asked  by  this  Committee  to  testify  regarding  the  status  of  HCFA's  current 
proposal  to  reform  Medicare  payments  to  physicians  for  their  practice  expense  costs. 
It  is  my  opinion  and  the  opinion  of  the  American  Chiropractic  Association,  that  the 
resource-based  methodology  used  by  HCFA  to  calculate  practice  expense  is  basically 
sound  and  that  the  new  fee  schedule  should  go  into  effect  in  January  of  1998,  as 
scheduled. 

Under  the  new  system  proposed  by  HCFA,  practice  expense  will  be  more  fairly 
allocated  to  those  who  primarily  provide  office-based  services  and,  therefore,  are  fi- 
nancially responsible  for  overhead  expenses.  For  example,  76  percent  of  chiropractic 
physicians  are  in  a  solo  private  practice.  Less  than  nine  percent  of  Doctors  of  chiro- 
practic practice  in  urban  areas  of  more  than  one  million  residents  and  nearly  half 
percent  of  Doctors  of  chiropractic  practice  in  communities  of  less  than  50,000.  A  re- 
cent national  survey  showed  that  mean  practice  expense  for  doctors  of  chiropractic 
is  just  under  60  percent  of  average  gross  income.  On  average,  practice  expense 
under  the  current  system  comprises  approximately  40  percent  of  the  fee  for  any 
given  CPT/HCPCS  code  reimbursed  under  the  Medicare  Fee  Schedule.  However,  the 
practice  expense  allocated  to  the  only  three  CPT  codes  that  can  be  used  by  doctors 
of  chiropractic  under  the  Medicare  payment  system  comprises  only  30.3  percent  of 
the  total  RVU's  allocated  to  those  codes.  Thus,  actual  practice  expense  for  chiroprac- 
tic physicians  is  approximately  twice  the  practice  expense  reimbursable  by  Medicare 
at  the  present  time. 

Although  doctors  of  chiropractic  are  slated  for  an  increase  of  approximately  15 
percent  in  total  reimbursement  for  Medicare  services  under  the  proposed  resource- 
based  practice  expense  system,  the  total  impact  on  net  income  for  the  profession  is 
relatively  small.  The  percentage  of  income  received  by  doctors  of  chiropractic  from 
Medicare  patient  fees  in  1995  was  8.4  percent.  According  to  HCFA's  estimates, 
under  implementation  of  the  fee  schedule  as  outlined  in  the  preliminary  rule,  the 
average  net  yearly  income  of  doctors  of  chiropractic  would  change  from  $93,956  to 
$95,032,  resulting  in  an  increase  of  $1,076  annually. 

It  has  been  intimated  by  some  during  the  debate  leading  up  to  this  testimony  that 
the  increases  projected  for  non-medical  providers,  such  as  doctors  of  chiropractic,  ac- 
count for  the  losses  forecasted  for  surgical  groups.  This  is  simply  not  true.  According 
to  HCFA,  reimbursement  for  non-medical  doctors  such  as  podiatrists,  chiropractors, 
and  optometrists  comprise  approximately  four  percent  of  the  Medicare  fee  schedule. 
In  fact,  elimination  of  the  increase  projected  for  all  of  these  provider  groups  would 
only  reduce  surgical  losses  by  two  percent.  As  an  example,  HCFA  has  projected  that 
under  the  new  payment  system,  reimbursement  for  a  CABG  or  coronary  bypass  pro- 
cedure would  fall  to  approximately  $1,770.  Elimination  of  the  increases  assigned  to 
all  non-medical  doctors  would  raise  this  to  $1,786,  a  difference  of  only  $16.  The  pro- 
jected reallocation  assigned  to  chiropractic  alone  would  have  significantly  less  than 
a  one  half  of  one  percent  impact  on  the  changes  estimated  for  surgical  and  other 
groups. 

In  summary,  any  delay  in  the  implementation  of  the  practice  expense  is  unwar- 
ranted. The  current  system  is  unfair  to  those  who  primarily  provide  office-based 
services  and  are  responsible  for  their  own  overhead.  The  burden  is  felt  especially 
by  those  practitioners  commonly  in  solo  practice.  Further,  it  is  unlikely  that  delay 
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would  lead  to  better  data  or  a  significantly  improved  methodology  for  arriving  at 
practice  expense  values. 
Thank  you  for  your  time. 

SUMMARY  STATEMENT  OF  DR.  J.H.  KLEIMAN 

Senator  Specter.  We  now  turn  to  Dr.  J.H.  Kleiman,  assistant 
professor  of  clinical  medicine  at  Northwestern  University  and  at- 
tending physician  at  St.  Joseph's  Hospital  in  Chicago;  a  graduate 
of  the  University  of  Michigan's  Medical  School,  Dr.  Kleiman  is  the 
immediate  past  medical  director  for  interventional  cardiovascular 
service  with  St.  Joseph's  Hospital  and  serves  on  the  Governmental 
Relations  Committee  of  the  American  College  of  Cardiology.  And 
one  other  background  credit,  he  and  I  have  mothers  who  are  sis- 
ters, so  I  have  known  Dr.  Kleiman  since  shortly  before  he  was 
born.  [Laughter.] 

I  can  personally  attest  to  his  competence  in  many  lines. 

Dr.  Kleiman,  welcome,  and  you  have  5  minutes. 

Dr.  Kleiman.  Thank  you,  Mr.  Chairman  and  members  of  the 
subcommittee.  I  am  Dr.  Jay  Kleiman,  a  cardiologist  and  member 
of  the  American  College  of  Cardiology.  I  would  like  to  thank  you 
for  the  opportunity  to  testify  before  you  today  on  behalf  of  the  Prac- 
tice Expense  Coalition. 

I  have  practiced  clinical  cardiology  for  more  than  20  years,  and 
during  this  time  have  cared  for  numerous  Medicare  patients  in 
both  academic  training  institutions  and  in  large  community  teach- 
ing hospitals.  I  want  to  share  with  you  the  deep  concerns  of  mem- 
bers of  the  Practice  Expense  Coalition  and  the  American  College  of 
Cardiology  regarding  changes  in  the  practice  expense  component  of 
the  Medicare  fee  schedule  recently  proposed  by  the  Health  Care  Fi- 
nancing Administration. 

The  concerns  of  the  40  organizations  comprising  the  coalition  are 
shared  by  the  American  Medical  Association  and  groups  represent- 
ing hospitals  and  academic  medical  centers.  We  strongly  believe 
that  implementation  of  these  changes  will  cause  serious  deteriora- 
tion in  the  quality  of  care  available  to  seniors.  The  data  on  which 
this  schedule  is  based  are  badly  flawed,  and  must  be  revisited. 

One  week  ago  HCFA  made  public  its  notice  of  proposed  rule- 
making, which  includes  resource-based  practice  expense  relative 
value  units.  It  does  not  create  reimbursement  equity  within  the 
community  of  medicine.  HCFA's  proposal  produces  new  and  damag- 
ing distortions  that  will  become  effective  January  1,  1998,  unless 
Congress  takes  immediate  action. 

HCFA  has  used  questionable  methodology  and  inconsistent  data. 
It  has  made  inaccurate  assumptions  in  allocating  the  proportion  of 
direct  and  indirect  practice  expenses.  HCFA  has  incorrectly  stated 
that  physicians  practicing  primarily  outside  the  office  in  the  office 
in  the  hospital  setting  incur  very  limited  practice  expenses.  They 
have  failed  to  take  into  account  staff  and  supply  costs  which  are 
incurred  independent  of  where  the  physician  is  practicing.  HCFA 
admits  that  there  is  no  correct  way  to  allocate  indirect  costs  with 
their  existing  data,  so  they  have  arbitrarily  ascribed  indirect  proce- 
dure costs  based  on  what  they  believe  is  fair  rather  than  on  sound 
data,  or  more  importantly,  sound  cost  accounting  principles. 
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The  practice  expense  component  for  procedures  performed  in  the 
hospital  begin  significantly  before  a  patient  enters  the  hospital.  It 
ends  long  after  the  patient  is  discharged.  Medicare  patients,  in  par- 
ticular, need  repetition  of  instructions  and  high  levels  of  reassur- 
ance to  support  them  through  angioplasties,  hip  pinnings,  bypass 
surgeries,  gastrointestinal  endoscopies,  and  numerous  other  inter- 
ventional procedures. 

In  fact,  the  overhead  expenses  related  to  providing  these  progres- 
sively more  intense  support  services  have  increased.  Some  10  years 
ago,  two  secretarial  persons  were  able  to  support  my  cardiology 
practice.  Now,  five  staff  members  are  required,  including  a  nurse 
clinical  specialist,  to  provide  the  same  number  of  physicians  with 
support. 

CORONARY  ANGIOPLASTY 

For  example,  services  related  to  coronary  angioplasty  include  de- 
tailed outpatient  preoperative  teaching;  dietary  instruction,  cover- 
ing low-salt  regimens  to  prevent  heart  failure;  dietary  instructions, 
covering  low-fat  regimens  needed  to  slow  further  hardening  of  the 
arteries;  education  and  laboratory  monitoring  of  anticoagulation 
therapies;  monitoring  and  refilling  prescriptions,  for  an  average  of 
six  medications  per  patient;  and  stenographic  support  to  provide 
multiple  letters  to  primary  care  physicians.  Staff  must  be  con- 
stantly available.  My  expenses  continue  whether  I  am  in  or  out  of 
the  office.  In  addition,  specialists  providing  high  tech,  intense,  and 
often  emergency  care  must  maintain  mobile  telephone,  pager,  and 
answering  service  capabilities  to  provide  immediate  24-hour  access. 

In  its  proposed  rule,  HCFA  has  made  a  number  of  arbitrary  as- 
sumptions and  edits  to  its  incomplete  data.  For  example,  HCFA 
staff  thought  the  amount  of  administrative  time  required  for  many 
services  seemed  excessive.  They  are  proposing  to  cap  the  time  al- 
lowed for  these  services  at  a  midlevel  office  visit.  In  addition, 
HCFA  assumes  that  there  are  economies  of  scale  when  a  diagnostic 
test  such  as  an  echocardiogram  is  done  in  conjunction  with  an  of- 
fice visit.  They  propose  to  cut  the  practice  expense  payment  for  the 
diagnostic  office  test  by  50  percent  in  that  instance.  It  makes  no 
sense  that  the  economies  gained  for  administrative  staff  time 
would  amount  to  50  percent  of  the  costs  associated  with  a  complex 
test  such  as  an  echocardiogram.  These  tests  require  the  services  of 
highly  trained  clinical  technicians,  as  well  as  payment  for  expen- 
sive, state-of-the-art  equipment. 

I  anticipate  that  the  negative  fallout  of  HCFA's  proposal  will 
spread  far  beyond  the  physician  community  to  all  patients,  not  just 
Medicare  beneficiaries.  Logic  dictates  that  reductions  of  this  mag- 
nitude cannot  fail  to  have  an  administrative  effect  on  physician 
practices.  These  will  be  translated  into  delays  at  every  level.  Pa- 
tients will  have  less  time  with  the  doctor  and  longer  waiting  times. 

The  drop  in  reimbursement  will  also  delay  acquisition  of  new  and 
improved  technologies  which  enhance  medical  care  and  ultimately 
save  lives.  They  will  add  financial  pressure  to  teaching  facilities. 
They  will  target  services  provided  to  patients  in  the  hospital,  where 
these  patients  are  the  sickest  and  need  the  care  most.  At  a  time 
when  quality  considerations  have  generated  bipartisan  legislation 
to  assure  patient  access  to  specialists,  HCFA's  proposal  will  impede 
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such  access.  Importantly,  their  effect  will  inevitably  be  compounded 
by  similar  adjustments  from  private  insurance  carriers. 

Mr.  Chairman,  we  urge  Congress  to  delay  the  implementation 
date  for  resource-based  relative  values  for  1  year;  to  redirect  HCFA 
to  develop  new  and  verifiable  methodologies  based  on  generally  ac- 
cepted accounting  principles  to  determine  these  values;  and  to 
phase  in  the  changes  over  3  years.  Although  some  have  argued 
that  the  distortions  of  the  new  practice  expense  values  could  be 
mitigated  by  a  transition,  transition  alone  will  not  correct  or  pre- 
vent the  profoundly  adverse  effects  of  changes  based  on  flawed 
data  which  grossly  undervalue  the  overhead  costs  of  an  array  and 
tests  of  procedure. 

PREPARED  STATEMENT 

Transition  to  a  payment  system  built  on  incorrect  data  and 
faulty  assumptions  will  not  protect  patients,  hospitals,  and  aca- 
demic medical  centers  from  harm.  HCFA  must  give  Congress  the 
opportunity  to  restudy  this  issue  and  to  get  it  right.  We  encourage 
this  subcommittee  to  provide  the  appropriate  financial  support  to 
HCFA  to  ensure  that  congressional  mandates  can  be  met  in  a  way 
that  protects  the  Medicare  constituency. 

Mr.  Chairman,  I  appreciate  the  opportunity  to  speak  before  the 
subcommittee,  and  I  thank  you. 

Senator  Specter.  Thank  you  very  much,  Dr.  Kleiman.  Thank 
you  very  much,  indeed. 

[The  statement  follows:! 

Prepared  Statement  of  Jay  Kleiman,  M.D.,  F.A.C.C. 

INTRODUCTION 

Mr.  Chairman  and  members  of  the  subcommittee,  I  am  Dr.  Jay  Kleiman,  a  cardi- 
ologist and  member  of  the  American  College  of  Cardiology.  I  would  like  to  thank 
you  for  the  opportunity  to  testify  before  you  today  on  behalf  of  the  Practice  Expense 
Coalition. 

I  have  practiced  clinical  cardiology  for  more  than  20  years  and  during  this  time 
have  cared  for  numerous  Medicare  patients  in  both  academic  training  institutions 
and  in  large  community  teaching  hospitals.  I  want  to  share  with  you  today  the  deep 
concerns  of  the  members  of  the  Practice  Expense  Coalition  and  the  American  Col- 
lege of  Cardiology  regarding  changes  in  the  practice  expense  component  of  the  Medi- 
care fee  schedule  recently  proposed  by  the  Health  Care  Financing  Administration 
(HCFA).  We  share  our  concerns  with  the  American  Hospital  Association,  the  Asso- 
ciation of  American  Medical  Colleges,  the  Medical  Group  Management  Association, 
the  Association  of  Academic  Medical  Centers,  the  American  Medical  Association, 
and  the  American  College  of  Surgeons.  We  strongly  believe  that  implementation  of 
these  changes  will  cause  serious  deterioration  of  the  quality  of  care  available  to  sen- 
iors. The  data  on  which  this  schedule  is  based  is  badly  flawed  and  must  be  revisited. 

HISTORY 

In  1994,  Congress  mandated  that  reimbursement  for  physician  practice  expenses 
(or  overhead  costs)  be  converted  from  a  charge  basis  to  a  resource  basis  by  1998. 
To  develop  new  practice  expense  relative  values  in  accordance  with  the  mandate, 
HCFA  convened  a  series  of  Clinical  Practice  Expert  Panels  (CPEPs)  to  develop  esti- 
mates of  direct  practice  expenses  for  about  300  current  procedural  terminology 
(CPT)  "reference"  codes.  HCFA  also  was  to  conduct  a  complex  national  survey  of 
physician  practices  in  order  to  collect  data  on  total  practice  expenses,  including  both 
direct  (expenses  directly  related  to  the  performance  of  a  specific  medical  procedure, 
i.e.,  cost  of  supplies)  and  indirect  (expenses  that  cannot  be  traced  to  a  particular 
ser/ice,  i.e.,  rent)  practice  expenses.  Unfortunately  this  survey  was  very  cum- 
bersome. In  September  1996  the  survey  was  abandoned  due  to  low  response  rates, 
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leaving  HCFA  without  a  major  source  of  data  on  how  practice  expenses  are  distrib- 
uted across  specialities  and  divided  into  direct  and  indirect  expenses.  Furthermore, 
the  CPEP  data  have  never  been  released  in  a  readable  format  nor  validated  by 
HCFA.  Despite  these  events,  HCFA  is  still  under  a  congressional  mandate  to 
produce  a  resource-based  payment  system  for  the  practice  expense  component  of  the 
Medicare  fee  schedule  for  implementation  on  Jan.  1,  1998. 

hcfa's  proposed  rule 

On  June  12,  1997,  HCFA  made  public  its  notice  of  proposed  rulemaking  (NPRM) 
of  policy  changes  affecting  the  Medicare  Fee  Schedule,  including  resource-based 
practice  expense  relative  value  units.  It  does  not  create  reimbursement  equity  with- 
in the  community  of  medicine.  HCFA's  proposal  produces  new  and  damaging  distor- 
tions. 

It  is  clear  from  the  proposed  rule  and  comments  by  HCFA  staff  that  even  the 
CPEP  process  was  flawed.  Until  this  time,  we  were  under  the  impression  that 
HCFA  believed  that  the  CPEP  data  was  the  strongest  component  of  their  study. 
HCFA  had  to  go  through  several  steps  to  "normalize"  the  data.  Agency  staff  ac- 
knowledge that  they  could  only  describe  a  few  of  the  numerous  edits  made  to  the 
CPEP  data  before  it  was  usable.  In  fact,  HCFA  had  to  construct  a  whole  new  "sim- 
plified data  set"  from  which  to  develop  the  proposed  relative  value  units.  HCFA  staff 
have  been  unable  to  say  when  this  "simplified  data  set"  will  be  available  for  review 
by  the  public.  However,  they  imply  that  these  data  are  essential  to  evaluating  the 
proposed  values. 

Using  questionable  methodology  and  inconsistent  data,  HCFA  has  made  an  im- 
portant assumption  concerning  the  proportion  of  direct  and  indirect  practice  ex- 
penses. HCFA  has  stated  that  physicians  practicing  primarily  outside  the  office 
incur  very  limited  practice  expenses.  However,  HCFA  has  failed  to  take  into  account 
labor  and  supply  costs  which  are  incurred  independent  of  where  the  physician  prac- 
tices. Furthermore,  HCFA  does  admit  that  there  is  no  correct  way  to  allocate  indi- 
rect costs  with  their  existing  data.  They  have  arbitrarily  allocated  indirect  procedure 
expenses  based  on  what  they  believe  is  fair,  rather  than  on  data  or  sound  account- 
ing principles. 

The  practice  expense  component  for  procedures  performed  in  the  hospital  begins 
significantly  before  a  patient  enters  the  hospital  and  ends  long  after  the  patient  is 
discharged.  Medicare  patients,  in  particular,  need  repetition  of  instructions  and  high 
levels  of  reassurance  to  support  them  through  angioplasties,  hip  pinnings,  bypass 
surgeries,  gastrointestinal  endoscopies,  and  numerous  other  interventional  proce- 
dures. Thus,  overhead  expenses  related  to  providing  progressively  more  intense  sup- 
port services  have  increased.  For  example,  such  services  related  to  coronary 
angioplasty  could  include  dietary  instructions  covering  low-salt  and  low-fat  regimes, 
education  and  laboratory  monitoring  of  anti-coagulation  therapies,  and  monitoring 
and  refilling  prescriptions  for  an  average  of  six  medications  per  patient.  Staff  must 
be  constantly  available.  I  do  not  close  my  office  when  I  go  to  the  hospital.  My  ex- 
penses continue.  In  addition,  specialists  providing  high-tech,  intense,  and  often 
emergency  care,  must  maintain  a  mobile  telephone,  pager,  and  answering  service 
capabilities  to  provide  immediate  24-hour  access. 

HCFA  claims  that  the  current  system  is  inequitable  and  does  not  reflect  the  ac- 
tual cost  of  providing  services.  For  example,  it  states  that  "a  family  physician  would 
have  to  perform  approximately  100  mid-level  office  visits  to  receive  the  same 
amount  of  practice  expense  reimbursement  as  a  thoracic  surgeon  receives  for  one 
triple  bypass  operation."  This  claim  has  absolutely  nothing  to  do  with  the  costs  phy- 
sicians incur. 

This  comparison  is  like  comparing  the  costs  of  car  makers  and  bicycle  manufac- 
turers. The  car  maker  sells  fewer,  more  expensive  units  but  more  overhead  is  put 
into  the  price  of  each  car.  The  bicycle  manufacturer  sells  many  more  inexpensive 
units,  but  the  amount  of  overhead  per  unit  is  smaller.  Should  the  payment  to  the 
bicycle  maker  go  up  just  because  he  has  to  sell  more  units  to  recover  his  costs? 

HCFA  does  not  identify  the  costs  of  the  family  physician,  nor  does  it  identify  the 
costs  of  the  thoracic  surgeon.  In  fact,  HCFA's  data  is  incomplete  and  lacks  clinical 
validation.  It  cannot  realistically  sort  out  what  those  different  costs  really  are. 
HCFA's  proposal  would  reduce  its  practice  expense  reimbursement  for  a  three-vessel 
open  heart  surgery  by  35  percent  down  to  $400.  Surgical  payments  cover  a  full  90 
days  of  care,  not  just  the  hospital  procedure.  HCFA  has  not  validated  its  proposed 
values  against  data  on  actual  practice  costs  of  a  typical  cardiac  surgeon. 

In  its  proposed  rule,  HCFA  seems  to  have  made  a  number  of  assumptions  and 
edits  to  its  incomplete  data  which  are  completely  arbitrary.  For  example,  HCFA 
staff  thought  that  the  input  on  administrative  staff  time  for  many  services  seemed 
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excessive,  so  they  are  proposing  to  cap  the  time  allowed  for  those  services  to  the 
time  allowed  for  a  mid-level  office  visit.  In  addition,  HCFA  assumes  economies  of 
scale  when  a  diagnostic  test  is  done  in  conjunction  with  an  office  visit  and  proposes 
to  cut  the  already  reduced  practice  expense  payment  for  the  diagnostic  test  by  an- 
other 50  percent  in  that  instance.  Does  it  make  sense  that  the  economies  gained 
for  administrative  staff  time  (scheduling,  reception,  billing)  would  amount  to  50  per- 
cent of  the  costs  associated  with  a  complex  diagnostic  test  requiring  the  services  of 
a  highly  trained  clinical  technician  as  well  as  an  expensive  piece  of  state-of-the-art 
technology? 

CONSEQUENCES 

If  rational  allocation  of  Medicare  resources  to  physicians  was  the  only  issue,  that 
would  be  reason  enough  for  Congress  to  act.  However,  the  negative  fallout  will 
spread  far  beyond  the  physician  community  to  all  patients,  not  just  Medicare  bene- 
ficiaries, if  HCFA's  proposal  is  allowed  to  take  effect  on  Jan.  1,  1998.  Logic  dictates 
that  reductions  of  this  magnitude  cannot  fail  to  have  an  administrative  effect  on 
physician  practices.  These  adjustments  cannot  be  to  the  patient's  benefit.  Patients 
will  be  less  satisfied  with  the  care  they  receive  and  can  expect  to  experience  delays 
at  every  level  including  appointments,  test  results  and  longer  waiting  room  times. 
In  my  office,  I  know  that  the  patients  who  are  calling  have  potentially  life-threaten- 
ing problems.  This  makes  the  first  person  who  answers  the  phone  the  most  impor- 
tant person  in  a  cardiologist's  office.  I  am  concerned  that  these  inevitable  adminis- 
trative reductions  will  have  an  adverse  effect  on  the  well-being  of  my  patients. 

A  precipitous  drop  in  reimbursement  will  delay  acquisition  of  new  and  improved 
technologies  that  will  enhance  medical  care  and  save  lives.  In  some  cases,  physi- 
cians may  have  to  stop  providing  certain  services,  and  care  will  become  fragmented 
as  patients  are  forced  to  go  elsewhere  for  those  tests.  It  will  add  financial  pressure 
to  teaching  facilities,  which  not  only  train  the  next  generation  of  physicians,  but 
also  often  reach  out  to  underserved  communities.  These  reductions  also  target  serv- 
ices provided  to  patients  in  the  hospital,  those  who  are  sickest  and  need  care  the 
most.  At  a  time  when  quality  considerations  have  generated  bipartisan  legislation 
to  assure  patient  access  to  the  services  of  specialists,  HCFA's  proposal  will  lessen 
such  access,  both  in  the  short-term  and  for  the  future.  Moreover,  an  extreme  reduc- 
tion in  Medicare  reimbursement  to  specialists  will  be  compounded  by  similar  adjust- 
ments from  private  insurance  carriers.  These  reductions  will  likely  be  even  more  se- 
vere in  the  inner  city  and  rural  areas  due  to  their  already  limited  resources.  Con- 
gress could  not  have  foreseen  nor  intended  these  outcomes. 

ACTION 

The  HCFA  practice  expense  methodology  is  based  on  neither  a  reasonable  defini- 
tion of  resource-based  practice  expenses  nor  sufficiently  accurate  data  to  trust  the 
results.  We  urge  Congress  to  delay  the  implementation  date  for  resource-based  rel- 
ative values  until  Jan.  1,  1999,  redirect  HCFA  to  develop  new  and  verifiable  meth- 
odologies based  on  generally  accepted  accounting  principles  to  determine  these  val- 
ues, and  phase-in  the  changes  over  three  years.  Many  argue  that  the  distortions  in 
the  proposed  practice  expense  relative  values  could  be  mitigated  by  a  transition.  But 
a  transition  alone  will  not  correct  or  prevent  the  adverse  effects  of  changes  based 
on  flawed  data. 

CONCLUSION 

Implementation  or  transition  to  a  payment  system  built  on  incorrect  data  and 
faulty  assumptions  will  not  protect  patients,  hospitals  and  academic  medical  centers 
from  harm.  HCFA  must  be  given  the  opportunity  by  Congress  to  restudy  this  issue 
and  get  it  right.  We  encourage  this  subcommittee  to  provide  the  appropriate  finan- 
cial support  to  HCFA  to  ensure  that  congressional  mandates  can  be  met. 

Mr.  Chairman,  your  leadership  in  health  care  is  widely  recognized  within  the  phy- 
sician community,  and  we  thank  you  for  your  attention  to  this  important  issue.  I 
appreciated  having  the  opportunity  to  speak  before  the  Subcommittee. 

SUMMARY  STATEMENT  OF  DR.  ALAN  NELSON 

Senator  Specter.  We  will  turn  now  to  Dr.  Alan  Nelson,  CEO  of 
the  American  Society  of  Internal  Medicine.  He  previously  practiced 
internal  medicine  in  Salt  Lake  City,  where  he  was  clinical  profes- 
sor at  the  University  of  Utah;  past  Chair  of  the  Board  of  Trustees 
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of  the  AMA;  and  a  member  of  the  first  National  Professional  Stand- 
ards Review  Council. 

Thank  you  very  much  for  joining  us,  Dr.  Nelson,  and  the  floor 
is  yours. 

Dr.  Nelson.  Thank  you,  Mr.  Chairman. 

My  hope  is  that  today's  hearing  will  bring  some  balance  to  what 
has  become  a  very  contentious  debate.  Unfortunately,  the  way  the 
data  has  been  framed  to  date  has  put  Congress  in  the  position  of 
having  to  choose  between  surgical  specialists  and  primary  care 
physicians.  There  is  an  alternative  that  does  not  require  that  Con- 
gress make  such  a  choice,  however.  The  bill  reported  out  of  the  Fi- 
nance Committee  yesterday  is  a  win-win  compromise  that  responds 
to  the  legitimate  concerns  of  both  primary  care  doctors  and  surgical 
specialists.  The  bill  would  begin  to  make  some  modest  improve- 
ments in  1998  in  payments  for  primary  care  services  whose  prac- 
tice expenses  are  undervalued  under  the  current  charge-based  for- 
mula. But  it  would  also  give  the  critics  of  the  current  rule-making 
process  much  of  what  they  have  asked  for. 

Under  the  Finance  Committee  proposal,  no  specialty  would  be 
subjected  to  extreme  cuts  in  1998.  Another  year  would  be  provided 
to  refine  the  data.  The  Secretary  of  HHS  would  be  required  to  con- 
sult with  a  panel  of  physicians  and  other  experts  and  provide  for 
additional  data  collection  if  appropriate.  The  General  Accounting 
Office  would  conduct  a  thorough  examination  of  the  proposed  rule. 
Resource-based  practice  expenses  would  be  phased  in  over  4  years 
to  limit  the  amount  of  redistribution  that  will  occur  in  any  1  year. 

But  the  Finance  Committee  alternative  also  responds  to  the  con- 
cerns expressed  by  primary  care  physicians  about  the  unfairness  of 
the  current  payment  methodology  by  beginning  at  10  percent  of  the 
transition  to  resource-based  payments  in  1998,  and  by  requiring 
the  full  implementation  to  occur  no  later  than  January  1,  2001. 
The  bill  recognizes  that  we  do  not  need  another  huge  study  to 
begin  correcting  inequities.  The  recently  released  notice  of  proposed 
rulemaking  adds  to  the  growing  body  of  data  in  support  of  the  need 
to  improve  payments  for  primary  care  services,  but  it  is  not  nec- 
essary to  rely  on  the  specific  data  and  methodology  used  in  the  pro- 
posed rule  to  begin  the  transition. 

SURGICAL  PROCEDURES  OVERVALUED 

It  is  important  to  keep  in  mind  that  the  existing  flawed  and  in- 
equitable charge-based  methodology  has  already  been  in  effect  for 
6  years,  and  that  this  formula  perpetuates  inequities  that  have  ex- 
isted since  the  Medicare  Program  was  enacted  in  1965.  I  do  not  be- 
lieve that  any  honest  assessment  of  the  practice  expense  issue 
could  deny  that  the  practice  expenses  of  primary  care  services  are 
undervalued,  and  that  those  of  many  surgical  procedures  are  over- 
valued. At  least  five  different  studies,  each  using  different  meth- 
odologies and  sources  of  data,  all  concluded  that  the  current  prac- 
tice expense  methodology  systematically  undervalues  primary  care 
services. 

There  are  serious  inequities  that  the  Finance  Committee  pro- 
posal would  begin  to  address.  There  simply  is  no  other  proposal  on 
the  table  that  is  responsive  to  the  concerns  of  both  primary  care 
physicians  and  surgical  specialists.  The  bills  reported  by  the  House 
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authorizing  committees  would  begin  and  complete  the  transition  a 
year  later  than  the  Finance  Committee  alternative.  They  would  do 
nothing  to  begin  correcting  in  1998  the  inequities  in  payments  that 
have  disadvantaged  primary  care. 

The  Finance  Committee  bill  provides  that  appropriate  level  of  di- 
rection to  HHS  on  how  the  proposed  rule  should  be  improved.  I 
caution  this  committee  not  to  include  language  in  the  appropriation 
bill  that  would  force  HHS  to  use  a  single  methodology  to  the  exclu- 
sion of  all  others,  or  that  would  require  that  the  agency  start  all 
over  in  developing  an  approach  to  resource-based  practice  expense 
methodologies. 

We  have  no  objection  to  including  any  additional  data  on  actual 
costs  to  the  extent  that  it  is  feasible  to  collect  such  data.  But  we 
would  be  concerned  about  any  directive  language  that  could  delay 
implementation  of  the  final  rule  by  requiring  a  massive  and  costly 
new  study  of  practice  expenses,  one  that  the  Physician  Payment 
Review  Commission  has  said  is  not  needed. 

By  no  means  is  ASIM  suggesting  that  the  proposed  rule  is  per- 
fect. Far  from  it.  To  the  extent  that  other  sources  of  data  on  prac- 
tice expense  costs  exist,  Health  and  Human  Services  should  con- 
sider such  data  and  make  revisions  as  appropriate.  But  we  firmly 
believe  that  the  needed  improvements  can  readily  be  accomplished 
with  an  additional  year.  No  further  delay  beyond  that  is  appro- 
priate. And  we  also  firmly  believe  that  although  the  data  and 
methodology  can  be  improved,  Congress  should  not  direct  that 
Health  and  Human  Services  start  over  again  from  scratch  and  dis- 
miss the  data  and  analyses  that  are  conducted  to  date. 

PREPARED  STATEMENT 

I  urge  the  members  of  the  committee  to  express  your  strong  sup- 
port for  the  alternative  reported  yesterday  out  of  the  Finance  Com- 
mittee. Congress  does  not  have  to  choose  between  providing  more 
time  and  direction  to  Health  and  Human  Services  on  improving  the 
proposed  rule,  or  making  incremental  improvements  in  payments 
for  undervalued  primary  care  services.  The  Finance  Committee 
proposal  is  the  only  one  under  consideration  that  satisfies  both  ob- 
jectives. 

Thank  you. 

Senator  Specter.  Thank  you  very  much,  Dr.  Nelson. 
[The  statement  follows:! 

Prepared  Statement  of  Alan  R.  Nelson,  M.D. 

I  am  Alan  R.  Nelson,  MD,  executive  vice  president  of  the  American  Society  of  In- 
ternal Medicine.  I  appreciate  the  opportunity  to  share  with  you  the  perspectives  of 
internists  on  HCFA's  proposed  rule  on  practice  expenses,  and  on  the  ongoing  debate 
in  Congress  on  this  important  issue. 

My  hope  is  that  today's  hearing  will  bring  some  balance  to  what  has  become  a 
very  contentious  debate.  No  one  likes  to  put  Congress  in  the  position  of  having  to 
adjudicate  a  fight  between  warring  factions  of  physicians.  Unfortunately,  the  way 
that  the  debate  has  been  framed  to  date  has  put  Congress  in  the  position  of  having 
to  choose  between  surgical  specialists  and  primary  care  physicians.  Clearly,  any  pro- 
posal that  would  redistribute  payments  among  physicians — and,  therefore,  produce 
winners  and  losers — is  going  to  produce  some  degree  of  division  within  medicine. 
But  there  is  an  alternative  that  does  not  require  that  Congress  choose  between  vot- 
ing with  the  surgeons  or  with  the  primary  care  physicians.  This  alternative  is  the 
one  proposed  by  Senator  Roth,  chairman  of  the  Finance  Committee,  in  his  mark  on 
Medicare  budget  reconciliation. 
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A  better  alternative 

The  Finance  Committee  chairman's  alternative  would  give  the  critics  of  the  cur- 
rent rule-making  process  most  of  what  they  have  asked  for.  They  have  expressed 
concern  about  "extreme  cuts"  in  payments.  Under  this  alternative,  no  specialty 
would  be  subjected  to  extreme  cuts  in  1998. 

They  have  asked  for  another  year  to  work  with  HCFA  to  improve  the  data  and 
methodology  used  in  the  proposed  rule.  This  alternative  would  give  them  another 
year  to  refine  the  data. 

They  have  asked  that  Congress  provide  more  direction  to  HCFA  on  how  the  study 
should  be  conducted.  The  alternative  would  provide  appropriate  direction  to  HCFA 
on  improving  the  data  used  to  develop  the  proposed  rule,  with  Congress'  own  Gen- 
eral Accounting  Office  being  given  a  major  role  in  reviewing  the  data  and  methodol- 
ogy used  by  HCFA. 

The  critics  have  asked  that  Congress  direct  HCFA  to  consult  more  with  physi- 
cians. More  consultation  with  physicians  would  be  mandated. 

They  have  asked  that  resource-based  practice  expenses  be  phased  in  over  several 
years  to  limit  the  amount  of  redistribution  that  will  occur  in  any  one  year.  The  al- 
ternative provides  for  a  four-year  transition. 

But  the  Finance  Committee  alternative  also  responds  to  the  concerns  expressed 
by  primary  care  physicians  about  the  unfairness  of  the  current  payment  methodol- 
ogy, by  beginning  10  percent  of  the  transition  to  resource-based  payments  in  1998. 
This  modest  transition  would  represent  a  good  faith  effort  by  Congress  to  begin  hon- 
oring the  commitment  it  made  in  1994,  when  it  enacted  legislation  that  required 
implementation  of  resource-based  practice  expense  payments  in  1998. 

The  Finance  Committee  alternative  recognizes  that  it  doesn't  take  another  study 
to  begin  correcting  inequities  that  have  been  long-documented  in  every  major  study 
of  this  issue.  Studies  that  support  this  conclusion  include  the  Harvard  RBRVS  study 
(1990,  1991),  Physician  Payment  Review  Commission  (1991,  1992),  Health  Econom- 
ics Research  (1996),  Pope  and  Burge  (1996),  and  now  the  Abt  study  cited  in  the  pro- 
posed rule  (1997).  The  recently-released  notice  of  proposed  rulemaking  adds  to  the 
growing  body  of  data  in  support  of  the  need  to  improve  payments  for  primary  care 
services,  but  it  is  not  necessary  to  rely  on  the  specific  data  and  methodology  used 
in  the  proposed  rule  to  begin  the  transition.  The  modest  amount  of  the  transition 
that  would  occur  under  the  Finance  Committee  in  1998  is  actually  far  less  than  the 
studies  suggest  is  appropriate.  In  addition,  it  is  important  to  keep  in  mind  that  the 
existing  flawed  and  inequitable  charge-based  methodology  has  already  been  in  effect 
for  6  years,  and  that  this  formula  perpetuated  inequities  that  have  existed  since  the 
Medicare  Program  was  enacted  in  1965.  Even  under  the  chairman's  mark,  full  im- 
plementation of  resource-based  practice  expenses  would  not  occur  until  2001 — 9 
years  after  implementation  of  resource-based  payments  for  physician  work,  and  7 
years  since  Congress  enacted  legislation  in  1994  calling  for  resource-based  practice 
expense  payments.  It  is  simply  not  reasonable  to  delay  implementation  further  so 
that  another  study  can  be  done  to  confirm  what  we  already  know:  that  the  current 
charge-based  formula  is  inherently  unfair  and  needs  correction. 

I  don't  believe  that  any  honest  assessment  of  the  practice  expense  issue  could 
deny  that  primary  care  services  are  undervalued,  and  many  surgical  procedures 
overvalued,  under  the  existing  charge-based  practice  expense  methodology.  There 
may  be  legitimate  differences  of  opinion  on  the  best  methodologies  and  sources  of 
data  to  be  used  in  developing  resource-based  payments.  But  even  though  the  studies 
cited  above  used  different  methodologies  and  sources  of  data,  they  all  agree  that  the 
current  practice  expense  methodology  systematically  undervalues  primary  care  serv- 
ices. Further,  common  sense  tells  us  that  the  differences  between  what  Medicare  al- 
lows for  the  practice  expenses  of  many  surgical  procedures,  compared  with  those  of 
primary  care  services,  just  isn't  right.  Under  the  current  charge-based  methodology, 
an  internist  would  have  to  provide  115  established  patient  office  visits  to  receive  the 
amount  of  reimbursement  for  practice  expenses  that  a  surgeon  gets  for  a  single  coro- 
nary bypass  graft.  Yet  the  internist  assumes  the  entire  overhead  costs  of  the  office 
visit,  while  most  of  the  direct  costs  of  the  surgical  procedure  are  borne  by  the  hos- 
pital, not  the  surgeon. 

It  is  this  kind  of  serious  inequity  that  the  Finance  Committee  proposal  would 
begin  to  address.  But  it  does  so  in  a  way  that  requires  only  very  modest  adjust- 
ments in  existing  payment  levels,  until  such  time  as  the  final  rule  is  ready  to  be 
implemented.  As  a  result,  no  specialty  would  gain  or  lose  more  than  3  percent  in 
1998  as  a  result  of  the  10  percent  transition  to  resource-based  practice  expenses. 

There  simply  is  no  other  proposal  on  the  table  that  is  responsive  to  the  concerns 
of  both  primary  care  physicians  and  surgical  specialists.  The  bills  reported  by  the 
House  Commerce  and  Ways  and  Means  Committee  would  not  start  the  transition 
until  1999,  a  year  later  than  under  the  Finance  Committee's  proposal,  and  would 
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also  mandate  that  full  implementation  occur  a  year  later  (2002)  than  under  the  Fi- 
nance Committee  proposal  (2001).  By  beginning  and  completing  the  transition  a 
year  later  than  the  Finance  Committee  alternative,  the  House  version  allows  for  the 
existing  inequities  to  remain  in  effect  for  a  longer  period  of  time.  It  does  nothing 
to  begin  correcting  in  1998  the  inequities  in  payments  that  have  disadvantaged  pri- 
mary care. 

I  urge  the  members  of  this  committee  to  express  your  strong  support  for  the  alter- 
native being  offered  by  Sena  or  Roth. 

Direction  to  HCFA 

Many  of  you  are  also  being  asked  to  support  legislation  that  would  direct  HCFA 
on  how  to  collect  and  analyze  the  data  on  resource-based  practice  expenses.  Al- 
though some  direction  to  HCFA  may  be  appropriate,  I  caution  this  committee  not 
to  include  language  in  the  appropriations  bill  that  would  force  HCFA  to  use  a  single 
methodology  to  the  exclusion  to  all  others,  or  that  would  require  that  the  agency 
start  all  over  in  developing  an  approach  to  resources-based  practice  expense  meth- 
odologies. 

The  argument  of  those  who  are  seeking  to  direct  how  HCFA  conducts  its  study 
is  that  the  current  methodology  is  fundamentally  flawed.  As  explained  more  fully 
below,  ASIM  believes  that  although  improvements  in  the  existing  methodology  and 
data  may  be  appropriate,  it  is  not  necessary  to  reject  all  of  the  work  that  has  been 
done  to  date.  The  objective  should  be  to  refine  and  improve  upon  the  existing  data 
including  incorporating  additional  data  as  necessary  and  feasible,  rather  than 
throwing  out  everything  that  has  been  done  to  date. 

ASIM  would  be  especially  concerned  about  any  language  that  requires  that  HCFA 
conduct  a  detailed  cost  accounting  of  physician  practices.  We  have  no  objection  to 
including  any  additional  data  on  actual  cost,  to  the  extent  that  it  is  feasible  to  col- 
lect such  data.  But  we  would  be  concerned  about  any  directive  language  that  could 
delay  implementation  of  the  final  rule  even  further  by  requiring  a  massive  new 
study  of  practice  expenses. 

The  Secretary  has  already  attempted  to  conduct  a  detailed  survey  on  practice 
costs,  but  was  forced  to  abandon  it  because  of  an  inadequate  response  rate.  Develop- 
ment and  implementation  of  a  new  survey  could  take  several  more  years,  with  no 
guarantee  that  it  would  produce  sufficient  responses.  A  mandate  that  would  implic- 
itly require  a  new  survey  could  make  it  impossible  for  the  Secretary  to  meet  a  Janu- 
ary 1,  1999  implementation  date.  Further,  it  is  difficult  to  justify  mandating  a  de- 
tailed cost  accounting  survey  that  would  cost  millions  of  taxpayers'  dollars — espe- 
cially one  that  may  not  be  necessary  or  even  feasible. 

Congress  should  also  not  enact  legislation  that  would  rule  out  using  other  sources 
of  data — such  as  existing  data  on  indirect  costs  and  estimates  from  clinical  practice 
expert  panels — that  the  Physician  Payment  Review  Commission  has  reported  can 
produce  accurate  practice  expense  relative  value  units  (RVU's).  Although  it  is  appro- 
priate to  require  that  HCFA  consider  additional  data,  to  the  extent  that  such  data 
can  practically  be  collected,  it  is  inappropriate  for  Congress  to  mandate  that  HCFA 
disregard  source  of  existing  data,  including  some  of  the  sources  of  data  used  in  the 
proposed  rule. 

ASIM  is  concerned  that  if  Congress  establishes  requirements  and  a  timetable  that 
may  be  impossible  for  Health  and  Human  Services  to  meet,  this  will  virtually  guar- 
antee that  some  physician  groups  will  seek  an  additional  delay  next  year,  on  the 
grounds  that  HCFA  failed  to  meet  statutory  requirements.  HCFA  should  be  held  ac- 
countable. But  the  requirements  placed  on  the  agency  must  themselves  be  realistic. 

The  committee  should  consider  the  question  of  what  is  driving  the  requests  that 
Congress  provide  more  direction  to  HCFA.  To  the  extent  that  the  requests  are  sim- 
ply for  HCFA  to  consider  additional  data  within  the  one  year  extension  likely  to  be 
granted  by  Congress  before  the  rule  is  implemented,  then  this  is  appropriate.  But 
some  of  the  requests  may  be  motivated  more  by  the  desire  to  require  that  HCFA 
go  through  so  many  hurdles  that  RBPE's  may  never  be  implemented.  One  must 
question  whether  there  is  any  amount  of  data  that  will  convince  those  who  expect 
to  see  reduced  fees  under  RBPEs  to  accept  the  inevitability  of  the  required  redis- 
tribution. 

Preliminary  analysis  of  the  proposed  rule 

During  the  60-day  comment  period,  and  during  any  extended  comment  period  that 
Congress  may  grant,  ASIM  plans  to  conduct  a  rigorous  evaluation  of  the  methodol- 
ogy used  by  HCFA  in  the  proposed  rule.  Although  we  expect  to  recommend  improve- 
ments in  HCFA's  data  and  methodology,  we  believe  that  some  of  the  data  used  may 
well  prove  to  be  valid  and  appropriate. 
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The  recommendations  from  the  Clinical  Practice  Expert  Panels  on  direct  costs  are 
among  the  sources  of  duties  that  should  be  considered  in  developing  resource-based 
practice  expense  RVUs.  ASIM  recently  surveyed  185  internists  on  the  clinical  and 
administrative  staff  times  associated  with  evaluation  and  management  services.  Ap- 
proximately 30  percent  responded.  Although  we  are  still  analyzing  the  response,  it 
appears  that  for  most  of  the  codes,  the  respondents  agreed  with  the  CPEP  data.  Al- 
though admittedly  a  relatively  small  sample,  this  suggests  that  it  would  be  inappro- 
priate to  simply  reject  all  the  CPEP  data  as  being  "fundamentally  flawed"  as  some 
have  alleged. 

The  proposed  rule  allocates  indirect  costs  on  the  basis  of  direct  costs — i.e.,  the 
higher  the  direct  costs,  the  higher  the  indirect  costs.  ASIM  will  be  submitting  com- 
ments to  HCFA  on  the  appropriateness  of  this  methodology.  We  concur  with  HCFA's 
view,  however,  that  existing  sources  of  data  can  be  used  to  determine  indirect 
costs — a  view  also  shared  by  the  Physician  Payment  Review  Commission.  We  also 
concur  with  HCFA's  view  that  "by  definition,  it  is  not  possible  to  directly  survey  [in- 
direct] costs  associated  with  specific  procedures."  This  is  because  the  indirect  costs 
of  running  an  office — utilities,  rent,  general  administrative  salary  costs — are  by  defi- 
nition not  attributable  to  a  specific  procedure.  Therefore,  some  method  of  allocating 
those  costs  to  a  given  procedure  must  be  selected.  Among  the  options  that  are  avail- 
able are  to  allocate  them  based  on  physician  time,  staff  time,  or  on  the  basis  of  the 
direct  costs  as  HCFA  has  proposed.  It  is  misleading  to  suggest  that  use  of  these  allo- 
cation methodologies  represent  an  arbitrary  "proxy"  for  actual  data  on  the  indirect 
costs  of  each  procedure,  since  there  simply  is  no  feasible  way  to  collect  the  actual 
indirect  costs  that  are  attributable  to  each  procedure. 

By  no  means  is  ASIM  suggesting  that  HCFA's  proposed  rule  is  perfect — far  from 
it.  To  the  extent  that  other  sources  of  data  on  practice  costs  exist,  HCFA  should  con- 
sider such  data  and  make  revisions  as  appropriate.  The  agency  should  also  consider 
analyses  that  suggest  that  the  estimates  from  the  Clinical  Practice  Expert  Analyses 
need  to  be  revised  in  some  cases.  It  should  consider  alternatives  to  the  approach 
it  recommends  on  indirect  costs.  It  should  consider  collecting  additional  data  on  ac- 
tual costs,  to  the  extent  that  it  is  feasible  to  collect  such  data.  It  should  consult 
more  regularly  with  physicians  and  other  technical  experts. 

But  ASIM  believes  that  the  kinds  of  improvements  and  refinements  that  are 
needed  can  readily  be  accomplished  with  an  additional  year — no  further  delay  is  ap- 
propriate. We  also  firmly  believe  that  although  the  data  and  methodology  can  be 
improved,  Congress  should  not  direct  that  HCFA  start  over  from  scratch  and  dis- 
miss the  data  and  analyses  that  it  has  conducted  to  date. 

Conclusion 

In  conclusion,  ASIM  urges  the  committee: 

1.  To  strongly  support  the  proposal  from  Senator  Roth  for  a  four-year  transition 
to  RBPEs,  with  10  percent  of  the  transition  beginning  in  1998.  Congress  does  not 
need  to  choose  between  providing  more  time  to  reexamine  the  data  used  by  HCFA 
before  the  final  rule  is  implemented,  and  beginning  to  make  improvements  in  pay- 
ments for  primary  care  services  in  1998.  The  Roth  proposal  is  the  only  one  on  the 
table  that  does  both. 

2.  To  assure  that  any  direction  that  is  given  to  HCFA  on  how  the  study  should 
be  conducted  does  not  lead  to  additional  delay  in  implementation  of  RBPE's,  require 
the  collection  of  data  that  are  not  feasible  or  practicable  to  obtain;  or  set  up  a  series 
of  impractical  conditions  that  HCFA  will  not  be  able  to  meet.  If  some  additional  di- 
rection is  given,  it  should  emphasize  to  the  agency  the  importance  of  consulting  with 
physicians  and  other  experts,  and  of  being  open  to  considering  the  collection  of  addi- 
tional sources  of  data,  to  the  extent  practicable. 

3.  To  make  it  clear  that  Congress  expects  that  HCFA  will  make  a  concerted  effort 
to  consider  comments  on  improving  the  data  and  methodology  used  in  developing 
the  proposed  rule,  both  during  the  current  60  day  comment  period  and  during  any 
extension  that  Congress  will  provide.  HCFA  should  not  be  required,  however,  to  dis- 
regard all  of  the  analysis  and  data  it  has  collected  to  date. 

Congress  has  an  opportunity  to  come  up  with  a  winning  approach  that  begins  to 
address  the  serious  inequities  created  by  the  existing  flawed  formula,  while  at  the 
same  time  assuring  that  HCFA  publishes  and  implements  a  final  rule  that  is  based 
on  the  best  available  data.  We  urge  you  not  to  turn  back  the  clock  on  correcting 
the  inequities  in  payments  that  have  disadvantaged  primary  care  services,  by  im- 
proving requirements  that  will  further  delay  or  even  indefinitely  postpone  resource- 
based  practice  expenses. 

I'd  be  pleased  to  answer  any  of  your  questions. 
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SUMMARY  STATEMENT  OF  DR.  DONALD  H.  SMITH 

Senator  Specter.  We  will  now  turn  to  Dr.  Donald  Smith,  imme- 
diate past-president  of  the  American  Society  of  General  Surgeons, 
and  vice  chairman  of  the  Pennsylvania  delegation  to  the  American 
Medical  Association.  He  is  a  graduate  of  Lehigh  and  Jefferson  Med- 
ical College.  He  has  been  chief  of  the  Division  of  General  Surgery 
at  Easton  Hospital;  clinical  assistant  professor  at  Hahneman,  and 
has  maintained  a  general  practice  in  Easton  over  the  years. 

Dr.  Smith,  we  welcome  you  here  and  look  forward  to  your  testi- 
mony. 

Dr.  Smith.  Thank  you  very  much,  Mr.  Chairman.  I  would  like  to 
thank  you  for  convening  this  hearing,  and  for  giving  me  the  oppor- 
tunity to  testify  with  respect  to  the  Health  Care  Financing  Admin- 
istration's plans  to  revise  the  practice  expense  component.  Having 
practiced  in  Easton  for  over  26  years,  and  having  served  as  a 
spokesperson  for  general  surgeons  throughout  this  country  for  the 
past  year,  I  believe  I  can  lend  some  real  world  perspectives  to  this 
subject. 

When  Congress  directed  HCFA  in  1994  to  develop  these  expense 
relative  values,  they  specifically  asked  that  the  new  relative  values 
recognize  the  staff  equipment,  equipment,  and  supplies  used  in  the 
provision  of  these  services.  Clearly  congressional  intent  was  for 
HCFA  to  construct  the  values  using  data  generated  by  actual  re- 
sources involved  in  the  provision  of  these  services,  rather  than  the 
off-the-shelf  estimates  that  are  currently  in  use. 

Unfortunately,  the  proposed  rule  unveiled  a  few  days  ago  is  not 
based  on  a  methodology  that  we  agree  with,  because  it  does  not 
measure  the  actual  resources  consumed  in  the  provision  of  a  Medi- 
care procedure,  and  again,  we  believe  is  based  on  estimates  extrap- 
olated from  various  data  and  theoretical  sources.  It  is  inconceivable 
that  a  sound  practice  expense  methodology  using  actual  data  could 
produce  the  payment  reductions  of  the  magnitude  proposed  by 
HCFA  for  these  various  specialties.  In  fact,  some  of  the  proposed 
reductions  appear  to  assume  that  certain  specialties  have  only 
minimal  practice  expenses. 

In  my  own  specialty,  HCFA's  proposal  would  reduce  overall  pay- 
ments to  general  surgeons  by  9  percent.  This  is  compared  to  an 
earlier  plan  that  called  for  reductions  of  as  much  as  19  percent. 
The  fact  that  there  is  such  a  wide  variation  tells  us  that  HCFA  is 
simply  massaging  statistics  rather  than  employing  the  sound  cost 
accounting  principles  that  we  think  are  necessary,  and  that  we  be- 
lieve have  been  referenced  earlier  in  the  discussion. 

Perhaps  the  most  egregious  example  has  already  been  related 
dealing  with  the  thoracic  surgeons  or  the  cardiac  surgeons  by  re- 
ducing their  payments  by  32  percent,  which  contrasted  with  na- 
tional data  that  shows  that  practice  expenses  for  surgeons  on  the 
average  are  about  41  percent  of  their  total  revenues. 

Mr.  Chairman,  we  know  that  the  surgeon  is  not  going  to  perform 
as  many  procedures  as  office  visits  by  a  family  physician,  thank 
God,  but  consider  the  different  requirements  for  office  expense  to 
care  for  an  established  patient  with  a  midlevel  problem  contrasted 
with  the  multiple  pre-  and  postoperative  office  visits,  scheduling, 
family  and  physician  contacts,  billing,  rent,  and  ancillary  office 
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staff  involvement  in  caring  for  an  elderly  patient  undergoing  a 
major  operation  that  may  last  for  several  hours,  with  postoperative 
attention  often  lasting  several  weeks.  I  would  just  make  the  point 
that  the  office  meter  never  stops  running  for  the  general  surgeon, 
either. 

Sound  accounting  principles,  not  to  mention  logic,  call  for  the 
overhead  costs  of  the  family  physician  to  be  spread  over  many  more 
encounters  with  the  patient,  while  the  payment  to  the  surgeon  is 
and  appropriately  should  be  on  fewer,  far  more  complex  patients. 
In  my  estimation,  examples  such  as  these  demonstrate  what  the 
American  Medical  Association,  the  American  College  of  Surgeons, 
and  many  specialists  have  identified. 

The  methodology  that  HCFA  is  proposing  to  use,  we  believe  is  fa- 
tally flawed.  It  is  unrealistic,  and  not  the  product  of  actual  meas- 
urement of  multiple  resources,  but  simply  more  of  the  theoretical 
or  estimated  inaccurate  data  that  prompted  the  1994  mandate  from 
Congress.  More  to  the  point,  I  seriously  doubt  that  the  intent  of 
Congress  was  to  eliminate  payments  for  legitimate  payments,  any- 
more than  to  base  the  entire  resource-based  relative  value  system 
on  erroneous  estimates  and  theories  in  the  late  1980's. 

I  recognize  that  HCFA  made  an  effort  to  collect  data,  but  they 
never  completed  it.  Using  the  clinical  practice  expert  panels,  of 
which  many  physicians  were  composed,  they  asked  physicians  to 
try  and  evaluate  procedures  with  which  they  were  not  familiar — 
point  No.  1.  What  has  not  been  said  is  the  physician  survey  took 
24  hours  to  complete,  and  explains,  I  think  readily,  why  only  a 
small  percentage  of  these  surveys  were  reported.  In  all  candor,  Mr. 
Chairman,  there  must  be  a  better  way  to  get  a  fair  and  equitable 
handle  on  this  aspect  of  a  physician's  practice. 

Unfortunately,  what  HCFA  has  proposed  will  have  far-reaching 
effects  beyond  the  Medicare  Program.  As  you  know,  most  insurance 
companies  utilize  some  form  of  the  Medicare  relative  values  in  de- 
veloping their  own  payment  schedules.  Thus,  the  true  impact  of 
this  proposal  is  really  not  known.  However,  it  could  be  very  sub- 
stantial, and  it  seems  unwise  to  cause  such  a  major  disruption  in 
the  health  care  delivery  system  using  what  we  believe  is  spotty  re- 
search. 

More  importantly,  this  impact  could  be  devastating  on  one  of  the 
most  vulnerable  segments  of  our  population,  our  senior  citizens.  No 
one  knows  for  certain  how  physicians  will  adjust  to  these  charges. 
A  reduction  of  this  magnitude  when  coupled  with  other  changes 
Congress  is  now  contemplating  could  dramatically  restrict  access  to 
and  for  Medicare  patients. 

Every  time  payment  reductions  to  physicians  occurs,  organized 
medicine  cries  access  to  quality  health  care  will  suffer.  But  as  you 
well  know,  little  change  has  occurred  up  till  the  present  time.  Cou- 
pled with  other  proposals  for  the  Medicare  conversion  factor  in 
1998  and  payments  for  needed  assistance  at  surgery,  general  sur- 
geons could  see  reduction  in  their  Medicare  income  this  year  of  25 
to  30  percent.  And  I  would  only  ask  is  this  the  threshold  that  truly 
limits  access  to  care. 

Last,  we  must  not  overlook  the  impact  this  change  has  on  aca- 
demic health  centers  which  rely  heavily  on  faculty  practices  to 
train  medical  students  and  generate  the  revenue  needed  to  support 
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medical  research.  As  someone  who  has  a  long-standing  record  of 
support  for  medical  research,  you  should  be  aware  that  if  this 
change  is  implemented,  it  will  result  in  dramatic  reductions  in  re- 
search and  training  at  institutions  in  your  home  State  of  Penn- 
sylvania. 

PREPARED  STATEMENT 

In  closing,  Mr.  Chairman,  I  urge  you  and  your  colleagues  to 
adopt  the  recommendations  of  the  American  Society  of  General 
Surgeons  and  our  colleagues  in  the  Practice  Expense  Coalition  to 
stop  the  current  rulemaking  process  and  allow  sufficient  time  for 
accurate  methodology  to  be  developed,  as  well  as  a  reasonable  time 
for  comment  and  refinement  of  that  methodology.  Instruct  HCFA 
to  assemble  experts  that  they  will  require  in  cost  accounting  and 
to  develop  mechanisms  for  collecting  actual  data  on  physician  prac- 
tice expenses  which  can  be  validated  and  regularly  reported  in 
their  progress  reports  to  Congress,  and  to  provide  for  an  appro- 
priate 3-year  transition. 

Mr.  Chairman,  let  me  conclude  by  saying  that  the  Medicare  Pro- 
gram is  not  the  place  to  road-test  a  very  risky  theoretical  scheme. 

Thank  you,  sir. 

Senator  Specter.  Thank  you  very  much,  Dr.  Smith. 
[The  statement  follows:! 

Prepared  Statement  of  Donald  H.  Smith,  M.D.,  F.A.C.S. 

Mr.  Chairman  and  members  of  the  committee:  I  am  Donald  H.  Smith,  M.D., 
F.A.C.S.,  the  Immediate  Past  President  of  the  American  Society  of  General  Sur- 
geons. By  way  of  background,  ASGS  is  a  national  society  exclusively  representing 
4,000  practicing  General  Surgeons  who  currently  make  up  its  membership  and  all 
28,500  board-certified  General  Surgeons  in  the  U.S.  The  Society  focuses  on  edu- 
cational and  socioeconomic  issues  affecting  the  practice  of  general  surgery  as  well 
as  the  interests  of  surgical  patients  regarding  cost,  access  and  quality  of  care. 

Mr.  Chairman,  I  would  like  to  thank  you  for  convening  this  hearing  and  for  giving 
me  the  opportunity  to  testify  with  respect  to  the  Health  Care  Financing  Administra- 
tion's (HCFA)  plans  to  revise  the  practice  expense  component  of  the  Medicare  fee 
schedule.  Having  practiced  in  Easton,  Pennsylvania  for  over  26  years,  I  believe  I 
can  lend  some  "real  world"  perspectives  to  the  subject. 

In  1994,  Congress  directed  HCFA  to  develop  resource-based  practice  expense  rel- 
ative values  for  each  procedure  and  service  provided  under  Medicare.  In  so  doing, 
the  statute  specifically  directed  that  the  new  relative  values  "recognize  the  staff, 
equipment  and  supplies  used  in  the  provision  of  medical  and  surgical  services  in 
various  settings."  Clearly,  congressional  intent  was  for  HCFA  to  construct  the  prac- 
tice expense  values  using  data  generated  by  actual  resources  involved  in  the  provi- 
sion of  physician  services,  rather  than  the  "off-the-shelf"  estimates  currently  in  use. 
Unfortunately,  the  proposed  rule  HCFA  unveiled  a  few  days  ago  is  not  based  on  a 
methodology  that  measures  the  actual  resources  consumed  in  the  provision  of  a 
Medicare  procedure  or  service,  but  rather  on  estimates  extrapolated  from  various 
data  and  theoretical  sources.  It  is  inconceivable  that  a  sound  practice  expense  meth- 
odology using  actual  data  could  produce  payment  reductions  of  the  magnitude  pro- 
posed by  HCFA.  In  fact,  some  of  the  proposed  reductions  appear  to  assume  that  cer- 
tain specialties  have  only  minimal  practice  expenses. 

In  my  own  specialty,  HCFA's  proposal  would  reduce  overall  payments  to  General 
Surgeons  by  9  percent,  compared  to  an  earlier  HCFA  plan  that  called  for  reductions 
of  as  much  as  19  percent  The  fact  that  there  is  such  a  wide  variation  tells  me  that 
HCFA  is  simply  massaging  statistics,  rather  than  employing  sound  cost  accounting 
principles.  Perhaps  the  most  egregious  example  relates  to  payments  to  our  col- 
leagues for  cardiac  surgical  procedures,  where  HCFA  would  reduce  payments  by  32 
percent.  Contrast  this  with  national  data  which  shows  that  practice  expenses  for 
surgeons,  on  average,  account  for  41  percent  of  total  physician  revenues.  In  other 
words,  HCFA  would  eliminate  reimbursement  for  three-fourths  of  that  specialty's 
overhead  costs. 
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Yet  another  example  of  how  HCFA  has  missed  the  mark  is  contained  in  the  agen- 
cy's own  press  release  that  accompanied  this  new  proposal.  HCFA  calls  it  inequi- 
table that  a  family  physician  has  to  perform  about  100  mid-level  office  visits  to  re- 
ceive the  same  amount  of  practice  expense  reimbursement  as  a  thoracic  surgeon  re- 
ceives for  one  triple  bypass  operation.  Mr.  Chairman,  we  know  that  the  surgeon  is 
not  going  to  perform  as  many  bypass  procedures  as  the  number  of  office  visits  by 
a  family  physician.  Sound  accounting  principles,  not  to  mention  simple  logic,  call  for 
the  overhead  costs  of  the  family  physician  to  be  spread  over  more  encounters  with 
the  patient,  while  the  surgeon's  payment  is  concentrated  on  fewer  patients. 

In  my  estimation,  examples  such  as  these  demonstrate  that  the  methodology 
HCFA  is  proposing  to  use  is  fatally  flawed,  unrealistic  and  not  the  product  of  an 
actual  measuring  of  the  multiple  resources  required  to  provide  a  quality  surgical 
service.  More  to  the  point,  I  seriously  doubt  that  this  was  the  intent  of  Congress 
to  eliminate  payments  for  legitimate  practice  expenses. 

While  I  recognize  that  HCFA  made  an  effort  to  collect  data  through  Clinical  Prac- 
tice Expert  Panels,  or  CPEPs,  and  through  the  use  of  a  survey  of  selected  physician 
practices,  neither  of  these  tasks  were  completed. 

In  fact,  the  survey  instrument  took  more  than  24  hours  to  complete  and  was  so 
complex  that  only  27  percent  of  the  practices  selected  responded.  In  all  candor,  Mr. 
Chairman,  there  must  be  a  better  way  to  get  a  fair  and  equitable  handle  on  this 
aspect  of  a  physician's  practice. 

To  construct  a  new  set  of  values,  HCFA  relies  primarily  on  data  derived  from  the 
clinical  practice  expert  panels.  But  a  review  of  those  findings  suggest  that  they  con- 
tain a  number  of  errors.  In  addition,  HCFA  has  no  indirect  cost  data  and  thus  has 
no  way  to  validate  its  proposed  methodology.  In  its  proposed  rule,  HCFA  admits 
that  "refinements"  will  have  to  be  made  after  the  rule  is  implemented. 

Unfortunately,  what  HCFA  has  proposed  will  have  far  reaching  effects  beyond  the 
Medicare  Program.  As  you  know,  most  insurance  companies  utilize  some  form  of  the 
Medicare  relative  values  in  developing  their  payment  schedules.  Thus,  the  true  im- 
pact of  this  proposal  is  really  not  known  at  this  time.  However,  it  could  be  very  sub- 
stantial. It  seems  unwise  to  cause  such  a  major  disruption  in  the  health  care  deliv- 
ery system  using  spotty  research. 

More  importantly,  the  impact  this  could  have  on  one  of  the  most  vulnerable  seg- 
ments of  our  population — our  senior  citizens — is  unknown.  No  one  knows  for  certain 
how  physicians  will  adjust  to  these  changes.  A  reduction  of  this  magnitude,  when 
coupled  with  other  changes  Congress  is  now  contemplating,  could  dramatically  re- 
strict access  for  Medicare  patients.  Some  surgeons  certainly  would  leave  the  field 
and  others  may  eliminate  the  necessary  clinical  support  they  now  have  in  their 
practices.  In  surgery,  for  example,  a  substantial  portion  of  the  pre-  and  post-opera- 
tive care  is  provided  by  the  nursing  staff*.  Currently  surgery  is  paid  a  "global  fee". 
This  covers  the  pre-,  the  operative,  and  the  post-operative  care.  If  you  take  away 
a  substantial  portion  of  the  relative  value  units,  it  would  seem  that  the  quality  of 
all  of  those  services  currently  in  the  global  fee  would  have  to  suffer — as  will  the  pa- 
tients' access  to  quality  surgical  care. 

Last,  we  must  not  overlook  the  impact  this  change  would  have  on  academic  health 
centers,  which  rely  heavily  on  physician  faculty  practices  to  help  train  medical  stu- 
dents and  generate  the  revenue  needed  to  support  medical  research.  As  someone 
who  has  a  long  standing  record  of  support  for  medical  research,  you  should  be  aware 
that  if  this  change  is  implemented,  it  will  result  in  dramatic  reductions  in  research 
and  training  at  institutions  such  as  the  University  of  Pittsburgh  and  the  Hershey 
Medical  Center. 

In  closing  Mr.  Chairman,  I  urge  you  and  your  colleagues  to  adopt  the  rec- 
ommendations of  ASGS  and  our  colleagues  in  the  Practice  Expense  Coalition  to: 

— stop  the  current  rule  making  process,  and  allow  sufficient  time  for  accurate 
methodology  to  be  developed  as  well  as  a  reasonable  time  for  comment  and  re- 
finement; 

— instruct  HCFA  to  assemble  experts  in  cost  accounting  and  to  develop  mecha- 
nisms for  collecting  actual  data  on  physician  practice  expenses  which  can  be 
validated,  and  regularly  report  their  progress  to  Congress;  and 

— provide  for  a  three-year  transition  to  the  new  payment  schedule. 

Mr.  Chairman,  let  me  conclude  by  saying  that  the  Medicare  program  is  not  the 
place  to  road  test  this  very  risky  theoretical  scheme. 
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PREPARED  STATEMENT  OF  LARRY  FITZGERALD 

Senator  Specter.  The  subcommittee  has  also  received  a  state- 
ment from  Larry  L.  Fitzgerald  of  the  University  of  Pittsburgh,  the 
statement  will  be  placed  in  the  record  at  this  point. 

[The  statement  follows:] 

Prepared  Statement  of  Larry  Fitzgerald 
rvu  impact  study 

We  have  performed  an  analysis  of  the  impact  of  the  proposed  reduction  to  the 
RBRVS  system  for  the  computation  of  practice  expense  on  the  University  of  Pitts- 
burgh Physicians.  Collectively  the  University  of  Pittsburgh  Physicians  represent  the 
faculty  physicians  of  the  University  of  Pittsburgh  Medical  Center.  The  estimated  im- 
pact to  our  faculty  physicians  is  a  decrease  in  net  Medicare  revenue  (collections)  of 
11  percent  ($3  million  annually). 

Please  recognize  that  other  payors  such  as  Worker's  Compensation,  auto  insur- 
ance and  many  of  the  managed  care  companies  follow  the  Medicare  rule.  The  ulti- 
mate overall  impact  on  the  net  revenue  could  be  a  reduction  of  as  much  as  $15  mil- 
lion on  an  annual  basis.  Needless  to  say  this  is  potential  revenue  loss  and  a  great 
concern  to  our  practice  plans  and  it  has  the  potential  of  impacting  negatively  on 
services  made  available  to  the  Medicare  recipients  in  Western  Pennsylvania  and 
their  health  and  well-being. 

QUESTIONS  FROM  WITNESSES  AND  OTHERS  IN  THE  PROFESSION  ASKED 

OF  HCFA 

Senator  Specter.  We  have  2  minutes  left  on  the  clock  for  the 
vote  which  started  a  few  minutes  ago,  and  there  is  a  5-minute 
grace  period,  which  I  can  make  with  about  90  seconds  to  spare  if 
I  leave  immediately.  I  want  to  thank  you  very  much  for  coming  in, 
and  I  express  my  regret  that  other  committee  members  were  not 
present  because  they  were  over  there  voting,  and  they  are  not  quite 
able  to  come  back. 

What  I  would  like  to  do  is  a  little  different  procedure  here.  What 
I  would  customarily  do  is  have  a  dialog  for  about  one-half  hour. 
But  I  cannot  do  that  because  of  time  constraints  and  I  have  to  go 
vote.  You  have  not  had  a  chance  to  review  the  400  pages  which 
were  made  available  on  Friday  and  filed  formally  yesterday.  What 
I  would  like  you  to  do  is  to  frame  questions  which  you  would  like 
this  subcommittee  to  ask  HCFA,  and  we  will  frame  questions  in 
addition. 

Again,  I  express  my  regrets,  but  these  schedules  are  very,  very 
difficult.  But  I  did  want  to  have  this  hearing  at  this  point.  I  had 
expected  we  would  be  pressing  HCFA  as  to  why  nothing  had  been 
filed,  but  not  coincidentally  something  has  been  filed.  So  we  will 
proceed  as  I  have  just  outlined. 

I  will  return  as  soon  as  I  can  to  hear  the  next  panel.  Thank  you 
all  very  much. 

[The  following  questions  by  witnesses  and  others  in  the  profes- 
sion as  what  ought  to  be  asked  of  HCFA  to  respond  to.  The  ques- 
tions were  not  asked  at  the  hearing  but  were  submitted  to  HCFA 
for  response  subsequent  to  the  hearing:] 

I.  Questions  Pertaining  to  Resource-Based  Practice  Expense  Relative  Value 
Units  (RVXPs)  Submitted  by  American  Society  of  General  Surgeons 

Question.  In  the  absence  of  specific  data,  it  is  difficult  to  analyze  HCFA's  June 
18  proposed  rule  on  practice  expenses.  Would  HCFA  provide  the  Subcommittee  with 
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the  data  used  to  develop  the  proposed  rule?  Will  the  agency  also  make  the  data 
available  for  review  by  the  medical  and  surgical  community? 

Answer.  The  Abt  data,  which  includes  the  resource  inputs  per  code  furnished  by 
the  Clinical  Practice  Expert  Panels  (CPEPs)  and  then  priced  using  national  stand- 
ardized prices,  was  made  available  to  the  medical  and  surgical  community  following 
a  meeting  on  January  22,  1997,  with  the  physician  specialty  groups.  As  explained 
in  the  June  18,  Notice  of  Proposed  Rulemaking  (NPRM),  the  physician  community 
will  also  be  able  to  gain  access  to  this  data  through  the  HCFA  Home  page  or  to 
purchase  it  from  the  National  Technical  Information  Service.  HCFA  will  provide 
this  extensive  data  set,  on  diskette,  to  the  subcommittee. 

Question.  HCFA  has  analyzed  the  impact  the  proposed  rule  would  have  on  each 
specialty  on  physicians'  income.  Would  HCFA  provide  the  Subcommittee  with  its 
best  analysis  of  what  impact  the  proposed  rule  is  likely  to  have  on  Medicare  enroll- 
ees?  In  particular,  focus  on  how  the  proposed  rule  might  affect  access,  including  the 
availability  of  care  in  rural  areas. 

Answer.  Although  changes  in  physician  payments  when  the  physician  fee  sched- 
ule was  implemented  in  1992  were  large,  we  detected  no  problems  with  beneficiary 
access  to  care.  We  do  not  expect  problems  with  beneficiary  access  to  care  as  a  result 
of  the  change  to  resource-based  practice  expenses.  Because  some  specialties  will  ex- 
perience large  changes,  we  favor  a  transition  to  resource-based  practice  expenses. 
A  four-year  transition  (1992-1996)  was  used  for  the  implementation  of  the  work 
component  of  the  physician  fee  schedule. 

Resource-based  practice  expenses  should  not  have  any  particular  geographic  im- 
pact. That  is,  resource  based  expenses  affect  the  relative  value  of  the  procedure  in 
all  areas.  Geographic  differences  across  areas  are  recognized  by  the  geographic  prac- 
tice cost  adjustment  which  applies  to  whatever  relative  value  is  used.  We  should 
note  that  a  larger  mix  of  primary  care  services  are  performed  in  rural  areas.  Since 
the  proposed  resource-based  practice  expense  produces  significant  increases  in  pay- 
ments for  evaluation  and  management  services  and  other  office  based  procedures 
commonly  furnished  in  rural  areas,  access  to  care  by  beneficiaries  in  rural  areas 
should  not  be  adversely  affected  and  could  be  enhanced. 

Question.  Earlier  this  year,  HCFA  was  reviewing  options  where  Medicare  reim- 
bursement for  some  procedures  was  below  the  Medicaid  reimbursement.  Are  there 
any  instances  where  that  occurs  under  the  proposed  rule?  If  so,  would  you  provide 
the  Subcommittee  with  a  list  of  procedures  where  that  occurs? 

Answer.  We  have  not  conducted  a  comparative  analysis  of  Medicaid  payment 
rates  and  Medicare  payment  rates  per  code  and,  therefore,  cannot  provide  a  list  of 
procedures  or  services  where  the  proposed  Medicare  payment  rate,  adjusted  for  the 
resource-based  practice  expenses,  is  less  than  the  corresponding  Medicaid  rate. 

Question.  Those  initial  options  were  viewed  by  many  to  be  seriously  flawed  since 
they  were  derived  from  studies  and  extrapolation  rather  than  actual  data.  What 
have  you  done  since  then  to  gather  actual  data?  How  can  Congress  be  assured  that 
your  current  proposal  has  validity? 

Answer.  We  obtained  actual  data  about  the  direct  resource  inputs  from  the  physi- 
cian community.  We  asked  CPEP  participants  to  determine  the  number  and  kinds 
of  staff  needed  and  the  time  these  staff  spend  on  procedures.  We  asked  about  the 
supplies  and  equipment  for  the  procedure  and  how  long  they  are  used.  We  asked 
physicians  how  much  staff  time  it  takes  to  do  the  paperwork,  appointments,  billing, 
authorizations,  reports  and  correspondence.  We  added  up  the  costs  of  staff,  supplies 
and  equipment  to  determine  the  direct  expense  for  each  service.  We  then  allocated 
the  indirect  expenses  (i.e.,  rent,  utilities,  automobile,  other  expenses)  to  each  code. 

The  data  we  are  using  to  determine  the  direct  nonphysician  direct  inputs  ex- 
pended in  the  provision  of  physician  services  are  then  priced  using  national  data 
and  used  to  establish  the  direct  practice  expense  RVlFs.  These  data  were  obtained 
from  the  CPEFs  whose  members  were  predominantly  physicians  but  included  other 
practitioners  and  practice  managers.  We  have  continued  to  use  this  data  set  because 
it  is  the  best  available  source  of  data  on  direct  resources  and  expenses.  As  explained 
in  detail  in  the  NPRM,  our  medical  staff  have  applied  individual  tests  of  data  rea- 
sonableness to  the  CPEP  data  to  eliminate  data  anomalies  and  to  ensure  internal 
data  consistency. 

The  options  we  have  presented  in  our  NPRM  differ  significantly  from  any  of  the 
four  options  that  we  shared  with  the  physician  specialty  groups  in  January  1997 
predominantly  with  respect  to  the  methods  used  to  allocate  indirect  expense  to  indi- 
vidual physician  services.  The  options  presented  in  January  employed  methods  that 
allocated  indirect  costs  (RVXTs)  to  individual  codes  based  on  either  physician  time 
or  nonphysician  staff  time.  In  the  NPRM,  indirect  costs  (RVU's)  are  allocated  to  in- 
dividual codes  based  on  the  sum  of  the  physician  work  RVU,  malpractice  RVU,  and 
the  direct  practice  expense  RVU.  We  believe  this  is  consistent  with  a  standard  ac- 
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counting  approach  and  also  consistent  with  recommendations  from  the  Physician 
Payment  Review  Commission. 

Question.  The  proposed  rule  calls  for  a  32-percent  reduction  in  total  allowed 
charges  for  cardiac  surgery.  Since  practice  expenses  account  for  about  41  percent  of 
practice  costs,  how  does  HCFA  justify  a  reduction  of  this  magnitude — about  three- 
fourths — against  allowed  charges? 

Answer.  The  reduction  for  cardiac  surgery  can  be  understood  in  context  of  a  typi- 
cal high  volume  procedure,  bypass  surgery  (code  33512)  that  is  performed  by  cardiac 
surgeons.  Currently,  the  national  fee  schedule  (without  any  geographic  adjustment) 
for  this  code  is  $2,748  and  this  amount  is  lowered  to  $1,770  under  the  resource- 
based  practice  expense  system,  a  36  percent  reduction.  Current  analysis  shows  that 
a  primary  care  physician  must  perform  over  100  mid-level  office  visits  to  receive  the 
same  amount  of  practice  expense  payments  that  the  cardiac  surgeon  receives 
through  the  current  practice  expense  payment  for  a  three  vessel  bypass  surgery. 
Under  the  resource-based  practice  expense  RVU  system,  a  primary  care  physician 
must  perform  18  mid-level  office  visits  to  receive  the  same  amount  of  practice  ex- 
pense payments  that  the  cardiac  surgeon  will  receive  for  a  three  vessel  bypass  sur- 
gery. 

For  the  hospital  surgical  procedure,  the  physician  utilizes  medical  supplies,  medi- 
cal equipment  and  nonphysician  clinical  staff,  whose  costs  are  recognized,  by  law 
and  implementing  regulations,  as  paid  only  through  the  prospective  payment  made 
to  the  hospital.  Thus,  these  services  cannot  be  paid  again  through  the  practice  ex- 
pense payment. 

Question.  What  is  HCFA's  estimate  of  actual  practice  expenses  that  would  be  cov- 
ered for  the  average  physician  practice  in  each  specialty,  assuming  that  Medicare 
were  the  sole  payer?  This  is  especially  important  because  many  insurance  compa- 
nies will  follow  HCFA's  lead  in  setting  reimbursement  levels? 

Answer.  We  have  analyzed,  by  specialty,  the  impact  of  the  resource-based  practice 
expense  RVU's  on  physician's  net  incomes.  However,  we  have  not  analyzed  the  per- 
cent of  the  actual  practice  expenses  covered  for  the  average  physician.  One  of  the 
difficulties  with  this  type  of  analysis  is  that  we  do  not  have  the  specific  procedure 
mix  of  the  typical  specialist  across  all  payers.  Moreover,  we  believe  the  statutory 
mandate  was  to  develop  a  fee  schedule  where  payments  are  based  on  the  resources 
required  to  perform  each  service. 

We  do  not  believe  there  is  a  statutory  requirement  or  expectation  that  the  new 
resource  based  practice  expense  payments  return  a  fixed  percentage  of  "costs"  to 
each  specialty.  In  fact,  we  would  expect  the  opposite  to  occur — that  practice  expense 
payments  would  increase  or  decrease  by  specialty  based  on  the  specific  mix  of  serv- 
ices performed  and  the  resources  required  to  produce  the  service.  In  any  case,  there 
are  no  "cost  report"  data  available  that  we  know  of  that  would  enable  us  to  compute 
these  type  of  statistics.  (We  do  not  believe  that  current  expenditures  are  an  accurate 
estimate  of  "costs."  "Cost  data"  for  other  settings  typically  refers  to  audited  cost  re- 
ports in  which  expenditures  have  been  audited  for  reasonableness  or  for  other  cri- 
teria or  limits). 

Question.  If  the  proposed  values  did  not  cover  roughly  the  same  proportion  of  each 
specialty's  practice  expenses,  would  they  be  truly  resource-based? 
Answer.  Yes,  as  explained  for  question  6. 

Question.  If  HCFA  cannot  estimate  the  proportion  of  each  specialty's  practice  ex- 
penses that  would  be  covered  by  the  proposed  values,  how  can  the  agency  be  con- 
fident that  those  values  are  fair  and  accurate? 

Answer.  We  are  charged  by  law  with  designing  a  resource-based  relative  value 
system  not  a  system  of  cost  reimbursement  for  physicians'  services.  Consistent  with 
the  statutory  requirement,  our  focus  has  been  on  developing  payments  that  reflect 
the  relative  resources  to  perform  each  service,  not  to  return  a  specific  percent  of  cur- 
rent expenditures  to  each  specialty. 

Question.  What  information  does  HCFA  have  about  urban-rural  differences  in  the 
utilization  of  medical  equipment  per  unit  of  time?  What  is  the  risk  that  the  relative 
values  being  proposed  by  HCFA  will  underpay  rural  practices  for  costs  of  their 
equipment  because  it  is  not  possible  or  practical  for  them  to  match  HCFA's  assumed 
machine  capacity? 

Answer.  The  fee  schedule  represents  relative  resources  required  to  perform  a  serv- 
ice for  the  "typical  practice".  Other  adjustments,  such  as  the  geographic  practice  cost 
indices  and  the  health  professional  shortage  area  bonus  have  been  established  by 
Congress  to  account  for  differences  between  geographic  areas. 

We  acknowledge  in  the  NPRM  that  there  is  no  source  of  data  on  utilization  levels 
of  equipment  across  all  procedures  and  all  payers.  We  have  made  requests  to  the 
medical  community  for  this  information,  but  it  has  not  been  provided.  Certainly,  the 
pricing  of  medical  equipment  is  critical  for  those  specialties  that  are  significant 
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users  of  medical  equipment,  such  as  radiology  and  ophthalmology.  However,  for  al- 
most all  other  specialities,  medical  equipment  in  the  aggregate  represents  less  than 
10  percent  of  total  direct  practice  costs. 

Question.  HCFA  has  estimated  that  the  indirect  costs  of  a  practice  average  about 
55  percent  of  total  costs  in  a  charge-based  system.  Yet  with  respect  to  surgical  prac- 
tices, the  proposed  rule  does  not  appear  to  make  any  allowance  for  continuing  indi- 
rect costs  of  maintaining  an  office  and  support  staff  during  the  time  the  surgeon 
is  performing  work  in  the  hospital  or  operating  room.  Please  explain  HCFA's  as- 
sumptions on  these  aspects  of  practice  expenses,  and  how  those  costs  are  accounted 
for. 

Answer.  First,  neither  of  these  statements  is  correct.  We  estimate  from  the  AMA 
SMS  data  that  the  indirect  costs,  which  are  costs  other  than  clinical  and  adminis- 
trative labor,  medical  equipment  and  medical  supplies,  are  approximately  45  per- 
cent of  total  costs.  Further,  we  do  recognize  the  practice's  indirect  costs  when  the 
surgeon  is  performing  surgery  in  the  hospital.  We  allocate  indirect  costs  to  the  spe- 
cific code  based  on  the  sum  of  the  physicians'  work,  the  direct  practice  expense  and 
the  malpractice  expense  relative  value  for  that  code.  Furthermore,  office  staff  is 
likely  performing  direct  labor  for  other  physician  services  while  the  physician  is  per- 
forming tasks  in  the  hospital. 


Questions  From  Panel  1 

pending  legislation 

Question.  What  is  your  assessment  of  the  additional  House  and  Commerce  Com- 
mittee and  Senate  Finance  Committee  provisions  calling  for  new  studies  and  re- 
views of  the  data? 

Answer.  We  firmly  believe  that  we  have  sufficient  data  to  establish  resource-based 
practice  expense  RVLPs.  We  are  very  supportive  of  a  well  defined  refinement  process 
during  which  physician  panels  can  address  concerns  that  code-specific  RVLFs  are 
missing  key  inputs  or  the  RVlFs  are  inconsistent  with  the  values  of  other  codes  in 
the  same  family  or  codes  of  other  specialties.  In  the  proposed  rule,  we  asked  for 
comments  from  physicians  regarding  the  refinement  process. 

Question.  You  have  already  spent  nearly  $3  million  on  data  development  con- 
tracts; how  much  more  do  you  estimate  it  would  cost  to  implement  the  new  House 
and  Senate  provisions  under  consideration,  and  could  you  absorb  the  cost  within 
your  fiscal  year  1998  budget  request? 

Answer.  The  proposed  legislation  requires  that  we  use,  to  the  maximum  extent 
practicable,  generally  accepted  cost  accounting  principles;  use  actual  data  on  equip- 
ment utilization  and  other  key  assumptions.  We  believe  we  have  most  of  the  data 
we  need  to  establish  resource  based  relative  values  in  accordance  with  the  proposed 
legislation.  Information  we  don't  have,  such  as  actual  equipment  utilization,  will  be 
requested  as  part  of  the  notice  of  pre-rulemaking  we  plan  to  publish  in  September 
of  this  year. 

From  the  comments  we  have  received  so  far  on  our  June  18,  1997  proposal  in  the 
Federal  Register,  some  physicians  have  told  us  they  have  information  about  equip- 
ment utilization  in  their  practices.  We  plan  to  request  this  and  other  information 
so  we  can  incorporate  it  into  the  proposed  notice  which  the  legislation  mandates  we 
publish  by  May  1,  1998. 

An  additional  provision  of  the  proposed  legislation  requires  that  the  Secretary  de- 
velop a  refinement  process  for  each  of  the  years  of  implementation  of  the  new  rel- 
ative values.  HCFA  is  well  on  the  way  in  developing  a  refinement  and  validation 
process.  In  the  Fall  of  this  year,  we  will  be  conducting  a  series  of  validation  panels 
to  review  the  practice  expense  data  on  about  300  of  the  most  frequently  performed 
procedures.  Members  of  the  validation  panels  will  be  comprised,  in  part,  by  physi- 
cians nominated  by  their  specialty  societies.  Although  we  haven't  scheduled  addi- 
tional validation  and  refinement  activities  as  yet,  we  expect  to  ask  for  comments 
about  how  this  process  should  work  in  our  notice  of  pre-rulemaking. 

IMPACT  ON  HOSPITALS 

Question.  Have  you  looked  at  the  impact  of  your  practice  expense  regulations  on 
major  medical  centers  across  the  country? 

Answer.  In  our  impact  analysis,  we  did  not  examine  the  impact  of  the  practice 
expense  regulations  on  major  medical  centers.  Our  national  claims  data  is  not  struc- 
tured in  a  format  to  allow  us  to  readily  perform  an  analysis  by  medical  center. 
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RELIABILITY  OF  DATA 

Question.  Ms.  Buto,  in  Dr.  Kleiman's  testimony,  he  states  that  the  data  you  are 
relying  on  for  the  practice  expense  regulations,  developed  by  Clinical  Practice  Ex- 
pert Panels,  has  neither  been  released  in  a  readable  format  nor  validated  by  HCFA. 
Are  you  working  with  the  interested  groups  to  resolve  these  concerns,  and  won't 
more  time  be  needed  than  the  60-day  comment  period  allowed  by  the  proposed  rule? 

Answer.  The  Abt  data,  which  includes  the  resource  inputs  per  code  furnished  by 
the  CPEFs  and  then  priced  using  national  standardized  prices,  is  available  to  the 
medical  community.  The  data  that  were  used  to  determine  the  relative  values  were 
widely  distributed  in  January  to  the  medical  community.  The  physician  community 
can  gain  access  to  the  final  data  through  the  HCFA  Home  Page  or  can  purchase 
it  from  the  National  Technical  Information  Service. 

The  current  law  requires  us  to  implement  the  resource-based  practice  expense 
system  in  1998.  We  cannot  extend  the  comment  period  and  also  met  the  deadline 
imposed  by  the  current  law. 

Question.  What  is  your  response  to  Dr.  Kleiman's  recommendation,  made  on  be- 
half of  the  40  health  organizations  that  are  members  of  the  Practice  Expense  Coali- 
tion, that  Congress  should  delay  implementation  of  the  regulations  until  January 
1,  1999  and  redirect  your  agency  "to  develop  new  and  verifiable  methodologies  based 
on  generally  accepted  accounting  principles?" 

Answer.  We  are  working  with  Congress  to  pass  legislation  allowing  for  a  phased- 
in  implementation  schedule.  There  are  different  opinions  in  Congress  on  when 
changes  should  first  take  place.  A  phased-in  implementation  strategy  will  ease  the 
impact  of  these  changes,  which  otherwise  will  take  place  at  the  same  time  as  the 
President's  proposal  for  a  single  conversion  factor.  Phased-in  implementation  also 
will  allow  us  to  work  with  physician  groups  to  refine  the  relative  values  for  specific 
codes.  However,  we  are  confident  that  our  methodology  is  sound. 

LAG  TIME  GETTING  OUT  REGULATIONS 

Question.  Ms.  Buto,  Congress  enacted  the  legislation  requiring  your  agency  to  im- 
plement physician  practice  expense  regulations  on  October  1994,  and  provided  a 
lead-time  of  3  years  and  2  months  for  development  of  the  regulations  before  going 
into  effect  on  January  1,  1998.  Why  has  it  taken  2  years  and  8  months  to  publish 
the  proposed  rule  in  yesterday's  Federal  Register? 

Answer.  The  law  requires  us  to  develop  the  resource-based  practice  expense  RVU 
system  based  on  the  staff,  the  medical  supplies  and  the  medical  equipment  for  the 
service  furnished  in  various  settings. 

To  develop  this  system,  we  had  to  collect  data  on  resource  inputs  at  the  code  level. 
This  type  of  data  was  not  available.  Consequently,  we  published  a  request  for  pro- 
posal (RFP)  and  asked  the  research  community  to  submit  proposals  following  the 
design  elements  and  the  criteria  in  the  RFP. 

The  RFP  was  published  in  the  Commerce  Business  Daily  in  November  1994.  The 
proposals  were  submitted  with  respect  to  the  RFP  in  January  1995  and,  in  March 
1995,  the  contract  was  awarded  to  Abt  Associates.  Under  the  contract,  Abt  was  to 
perform  data  collection  activities.  Code-specific  data  on  the  direct  service  resource 
inputs  was  collected  through  two  rounds  of  the  CPEPs.  The  first  round  of  CPEFs 
was  held  in  February  1996  and  the  second  round  was  held  in  June  1996.  Abt  pro- 
vided the  complete  draft  CPEP  data  set  to  us  in  January  1997.  These  data  were 
used  to  derive  the  direct  component  of  the  proposed  relative  values. 

Question.  Do  you  feel  that  interested  parties  are  being  given  sufficient  time  to 
analyze  these  regulations  and  provide  informed  comments  before  a  final  rule  is  is- 
sued this  fall? 

Answer.  In  order  to  meet  the  deadlines  required  under  current  law,  we  are  giving 
the  medical  community  and  public  60  days  to  comment  on  the  NPRM.  During  the 
life  of  the  Abt  contract,  we  have  conducted  numerous  public  meetings  with  the  med- 
ical community.  In  January  of  this  year,  we  conducted  a  meeting  at  HCFA's  head- 
quarters during  which  we  provided  an  overview  of  the  proposed  methodology  and 
various  options  being  considered,  such  as  whether  the  CPEP  data  should  be  linked 
or  unlinked  and  how  indirect  costs  (RVU's)  should  be  allocated  to  individual  proce- 
dure codes.  We  also  shared  impacts  by  physician  specialty  on  four  options  that  were 
being  considered. 

Question.  Would  you  prefer  an  extension  of  time  to  further  refine  the  regulations? 

Answer.  We  plan  to  seek  input  from  the  physician  community  and  refine  the  pro- 
cedure-specific relative  values  whether  resource-based  practice  expense  relative  val- 
ues are  implemented  next  year  or  in  a  later  year. 
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Question.  Why  did  it  take  6  months  after  enactment  of  this  law  to  award  the  ini- 
tial contract  with  Abt  Associates  to  put  together  the  data  collection  survey  for  devel- 
oping these  regulations? 

Answer.  See  response  to  question  1  under  this  subsection.  The  time  frame  for 
awarding  a  contract  is  governed  by  the  competitive  procurement  rules  that  apply 
to  all  government  agencies. 

Question.  Why  did  it  take  another  full  year  to  develop  the  survey  and  get  it  ap- 
proved by  OMB? 

Answer.  The  survey  of  practice  costs  was  a  very  comprehensive  survey  of  physi- 
cian practice  costs  and  the  procedure  mix  of  the  practice.  Because  of  its  complexity 
and  range,  we  asked  Abt  to  solicit  comments  from  the  medical  community.  As  noted 
below,  the  design  of  the  survey  itself  and  the  review  and  feedback  from  the  medical 
community  took  5  months  and  the  clearance  by  OMB  took  nearly  an  equivalent 
time. 

In  June  1995,  HCFA  scheduled  a  public  meeting  with  the  specialty  societies  to 
discuss  the  overview  of  the  project  and  the  planned  data  collection  strategies.  Com- 
ments were  also  solicited  on  the  practice  cost  survey.  After  considering  the  com- 
ments of  outside  researchers,  medical  specialty  societies  and  HCFA,  Abt  finalized 
the  survey  design  in  September  1995.  In  October  1995,  the  package  for  clearance 
of  the  Survey  was  sent  to  the  Department  and  OMB.  OMB  approved  the  survey  in 
February  1996.  The  first  mailing  of  the  survey  began  April  1996. 

Question.  When  the  survey  was  finally  canceled  in  September  1996,  due  to  lack 
of  an  adequate  response  from  the  physician  community,  do  you  feel  18  months  had 
been  wasted? 

Answer.  We  have  always  attempted  to  have  as  many  options  as  possible.  If  the 
survey  had  been  successful,  we  would  have  been  able  to  consider  more  options  for 
measuring  and  allocating  indirect  costs.  This  experience  has  been  invaluable  to  us. 
We  do  not  believe  a  survey  of  this  type  is  feasible.  We  are  confident  we  can  use 
the  existing  data  and  more  standard  accounting  methods  to  allocate  indirect  costs. 

Question.  Why  weren't  the  regulations  put  out  months  ago? 

Answer.  Under  the  timetables  that  we  had  presented  to  the  AMA  and  the  physi- 
cian specialty  groups  as  far  back  as  April  1996,  we  had  advised  the  medical  commu- 
nity that  we  would  publish  a  NPRM  in  the  first  half  of  1997.  Thus,  the  publication 
of  the  NPRM  was  not  significantly  delayed  even  from  the  perspective  of  the  earliest 
projections. 


Additional  Questions  on  Practice  Expense  for  Senator  Specter 

Question.  It  strikes  me  that  the  study  of  physician  practice  expenses  and  how  to 
fairly  reimburse  physicians  for  those  expenses  boils  down  to  an  accounting  exercise. 
Did  HCFA  utilize  generally  accepted  accounting  principles  in  collecting  its  data? 

Answer.  We  believe  that  we  used  generally  accepted  accounting  principles  in  our 
method  to  develop  practice  expense  relative  values.  We  divided  practice  costs  into 
direct  and  indirect  costs  attempting  to  identify  as  many  costs  as  possible  as  direct 
costs.  We  obtained  itemized  direct  inputs  for  each  procedure  from  the  physician 
community.  We  then  priced  these  inputs  using  standard  pricing  data.  Indirect  ex- 
penses, which  by  definition  cannot  be  directly  measured  at  an  individual  service 
level,  were  allocated  in  relation  to  total  direct  expenses,  a  commonly  accepted  ac- 
counting practice  in  cost  accounting. 

Question.  Please  describe  which  accounting  experts  were  consulted  in  this  study 
and  what  aspects  of  the  study  did  they  consult  on? 

Answer.  HCFA  staff  have  extensive  experience  and  familiarity  with  cost  account- 
ing. For  many  years  HCFA  payment  systems  have  been  based  on  cost  accounting 
methodologies.  „ 

The  RFP  also  required  Abt  Associates  to  assemble  several  Technical  Expert 
Groups  to  provide  technical  advice  on  the  CPEP  process  and  the  survey.  The  TEG's 
included  clinicians,  and  researchers,  including  economists  and  accountants.  Included 
on  the  TEG  were  a  number  of  participants  who  have  done  work  in  this  area  either 
for  HCFA  or  specialty  societies,  including  Allen  Dobson,  Ph.D.,  Daniel  Dunn,  Ph.D., 
Henry  Miller,  Ph.D.,  and  Gregory  Pope,  M.S. 

Abt  Associates  engaged  subcontractors  to  provide  technical  expertise  on  the  de- 
sign of  the  survey  instrument  itself.  These  subcontractors  included  the  Medical 
Group  Management  Association,  and  Rod  Nelson,  a  CPA  and  the  owner  of  a  firm 
that  specializes  in  costing  physician  practice  activities.  MGMA  had  experience  with 
physician  practice  surveys  including  knowledge  of  accounting  information  that  phy- 
sician practices  could  provide. 
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Question.  I'm  not  an  accountant,  but  it  would  seem  that  there  are  some  fun- 
damental issues  that  would  impact  your  proposal. 

— (a)  For  example,  how  did  HCFA's  study  consider  and  reconcile  the  differences 
in  practice  expenses  incurred  by  a  specialist  physician  practicing  at  a  major  re- 
search and  teaching  institution  versus  a  physician  in  the  same  specialty  who 
practices  independently? 

— (b)  In  conducting  your  study,  how  did  you  collect  and  consider  detailed  informa- 
tion about  the  different  practice  expense  structures  faced  by  physicians  in  these 
rather  different  practice  settings? 

Answer.  A  relative  value  scale  requires  the  development  of  one  number  for  a  pro- 
cedure, regardless  of  the  various  setting  in  which  the  service  may  be  furnished.  This 
is  a  fundamental  premise  upon  which  the  entire  physician  fee  schedule  is  premised. 
The  same  issues  are  involved  for  the  physician  "work"  for  a  procedure.  The  relative 
value  for  physician  work,  as  well  as  practice  expenses,  are  based  on  the  resources 
for  the  "typical"  patient.  Separate  adjustments  under  the  fee  schedule  are  made  for 
differences  across  geographic  areas. 

However,  in  developing  relative  values  for  a  "typical"  patient  for  procedure,  we 
sought  input  from  a  wide  mix  of  physician  practices.  One  of  the  objectives  of  the 
CPEP  process  was  to  assemble  a  panel  of  physicians  and  practice  administrators 
that  represent  the  variation  in  physician  practices  in  terms  of  size,  geographic  loca- 
tion (urban  vs.  rural),  and  teaching/nonteaching  characteristics.  Thus,  the  CPEPs 
consisted  of  both  academic  and  nonacademic  physicians  and  each  contributed  to 
identifying  the  typical  kinds  of  resources  involved  in  providing  a  different  code  both 
in  and  out  of  the  physician's  office. 

Standard  prices  were  assigned  to  labor  input  components  principally  using  data 
from  the  Bureau  of  Labor  Statistics  (BLS).  Data  from  the  University  of  Texas  Medi- 
cal Branch  and  the  Current  Population  Survey  were  used  as  supplements  to  BLS 
data.  Prices  for  medical  supplies  were  obtained  from  published  catalogues,  contacts 
with  medical  suppliers,  and  CPEP  members.  Prices  for  medical  equipment  were  ob- 
tained from  medical  equipment  suppliers  (and  allocated  to  individual  replications  of 
services  using  a  relatively  straight-forward  technique). 

Question.  I  understand  that  the  purpose  of  the  proposed  Abt  Associates  survey  of 
physician  practice  expenses  was  to  understand  the  actual  realities  of  expenses  being 
incurred  by  physicians  in  the  operation  of  their  practices. 

— (a)  In  suspending  the  Abt  study,  how  can  HCFA  now  assure  Congress  that  its 
proposal  is  based  on  "real",  rather  than  hypothetical  information? 

— (b)  Please  explain  how  you  were  able  to  get  real,  reliable  and  relevant  data  in 
lieu  of  the  originally  planned  study. 

Answer.  We  are  able  to  calculate  resource-based  practice  expense  RVLPs  without 
the  survey.  First,  we  used  the  AMA  SMS  data  from  approximately  4,000  physician 
practices  to  determine  the  division,  in  the  aggregate,  between  direct  and  indirect 
costs.  The  definition  of  direct  costs  we  used  for  this  calculation  is  the  same  defini- 
tion of  direct  costs  used  by  the  CPEPs. 

We  relied  on  the  CPEFs  to  provide  us  with  "real"  data  on  the  resource  inputs, 
such  as  labor  staff,  medical  supplies  and  medical  equipment,  associated  with  indi- 
vidual services.  This  information  came  from  physicians,  practice  managers  and  oth- 
ers who  are  actively  practicing  medicine.  In  addition,  prior  to  the  CPEP  sessions, 
participants  were  provided  with  a  Hst  of  the  procedure  codes  they  were  to  analyze 
so  they  could  consult  with  others  about  what  resources  were  required  when  those 
services  were  performed.  These  inputs  were  used  to  generate  the  direct  practice  ex- 
pense RVLPs. 

Question.  How  does  HCFA  propose  to  measure  changes  and  collect  information  in 
the  future  about  practice  expenses,  to  ensure,  for  example,  that  changes  which  occur 
in  the  practice  expenses  being  incurred  by  physicians  are  adequately  considered  in 
future  policy  decision?  Have  these  changes  been  though  through? 

Answer.  We  are  considering  these  matters  as  part  of  how  we  will  structure  the 
refinement  process.  It  is  clear  that  there  will  be  significant  physician  involvement 
in  the  refinement  process.  We  have  already  had  and  will  continue  to  have  discus- 
sions with  the  AMA  and  the  physician  specialty  groups  about  these  issues. 

Question.  What  about  things  like  indirect  expenses,  say  electric  utilities?  How  did 
HCFA's  approach  capture  basic  things  like  the  allocation  of  an  electric  bill  to  many 
physicians  of  different  specialties  practicing  in  a  large  building?  Without  a  mecha- 
nism to  meter  each  physician's  electricity  usage  separately,  how  would  you  know 
how  much  it  cost  each  practice  to  operate? 

— (a)  Did  HCFA's  study  allocate  these  items  on  a  "per  physician"  basis,  or  did  it 
consider  the  "actual  consumption"  of  electricity  and  its  cost  for  each  different 
type  of  physician  or  procedure  performed? 
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— (b)  So  if  in  the  same  building  you  had  a  radiologist  providing  services  that 
consume  large  amounts  of  electricity  next  to  a  primary  care  physician  who  con- 
sumes much  less  energy  resources,  how  did  the  study  consider  these  differences 
and  build  them  into  the  reimbursement  proposal? 
Answer.  It  was  not  feasible  to  attempt  to  collect  data  at  this  level  of  detail.  We 
did  collect  information  on  staff,  equipment  and  supplies  required  for  each  service. 
Other  costs,  such  as  electricity,  heat,  telephones,  etc.  are  considered  to  be  indirect 
costs  and  allocated  to  individual  codes  on  the  basis  of  the  sum  of  the  physician 
work,  direct  practice  expense  and  malpractice  value  for  the  code.  This  is  consistent 
with  a  standard  accounting  approach. 

Question.  What  do  you  feel  are  the  major  weaknesses  in  the  approach  used  by 
HCFA  to  study  this  issue?  What  allowances  have  been  made  to  deal  with  these 
weaknesses  to  ensure  that  we  do  not  make  an  error  in  establishing  policy? 

Answer.  We  recognize  there  are  some  specific  areas  where  additional  work  is 
needed  and  have  asked  the  public  to  share  their  comments  and  views  with  us.  One 
of  the  areas  is  the  pricing  of  medical  equipment.  As  we  mentioned  earlier,  the  pric- 
ing of  medical  equipment  is  not  a  significant  issue  for  most  specialties  since  it  rep- 
resents less  than  10  percent  of  total  direct  costs  (which  is  about  2  percent  of  total 
payments).  However,  medical  equipment  pricing  is  a  more  significant  issue  for  some 
specialties  (i.e.  radiology)  and  we  need  to  further  examine  the  implications  of  a  sin- 
gle uniform  approach  for  these  specialties.  The  other  major  issues  are  the  process 
by  which  the  practice  expense  RVTFs  are  refined  and  the  magnitude  of  the  redis- 
tribution for  certain  specialties.  We  are  supportive  of  a  multi-year  transition  so  that 
the  changes  do  not  occur  in  a  single  year. 


II.  Questions  Pertaining  to  Radiosurgery 

Question.  It  is  our  understanding  that  HCFA  proposes  to  reduce  the  Medicare  re- 
imbursement for  radiosurgery  to  begin  October  1,  1997,  but  is  willing  to  work  with 
providers  to  review  cost  data.  Should  the  current  reimbursement  rates  be  main- 
tained until  the  cost  of  the  review  is  completed? 

Will  your  review  of  cost  data  differentiate  between  clinically  different  technology 
in  the  radiosurgery  area? 

Concerns  hav*?  been  expressed  that  severe  reductions  in  Medicare  gamma  knife 
reimbursement  could  force  many  patients  back  to  traditional  surgical  approaches  at 
high  cost  to  the  government  and  potentially  resulting  in  harm  to  patients  due  to 
complications  from  needless  surgical  intervention.  Have  you  investigated  these  con- 
cerns, and  if  so,  what  have  you  found  out? 

Can  you  give  us  any  assurances  that  no  action  will  be  taken  on  Medicare  reim- 
bursement that  could  result  in  limiting  patient  access  to  gamma  knife  treatment, 
which  could  be  the  only  option  for  patients  unable  to  withstand  conventional  sur- 
gery? 

Answer.  This  is  not  an  issue  for  payment  under  the  physician  fee  schedule.  Rath- 
er, it  is  an  issue  for  the  DRG  payments  to  hospitals. 

The  most  recent  Medicare  data  indicate  that  hospital  charges  associated  with 
stereotactic  radiosurgery  cases  are  substantially  lower  than  the  charges  for  other 
cases  in  the  relevant  DRG's.  For  example,  in  DRG  1  (Craniotomy)— which  contains 
most  of  the  radiosurgery  cases — the  average  charges  for  the  radiosurgery  cases  are 
approximately  $16,400  compared  to  approximately  $27,800  for  DRG  1  overall,  and 
the  lengths  of  stay  are  about  3  and  10  days,  respectively.  Thus,  we  believe  that 
these  cases  are  being  overpaid.  As  a  result,  we  are  proposing  to  move  these  cases 
to  DRG's  7  and  8  (Peripheral  and  Cranial  Nerve  and  Other  Nervous  System  Proce- 
dures, with  and  without  CC),  with  average  charges  of  $20,500  and  $8,240,  respec- 
tively. 

The  analysis  above  is  based  on  hospital  charge  data  from  the  standard  10  percent 
sample  of  Medicare  cases  that  we  use  in  assessing  DRG  issues.  We  have  indicated 
our  willingness  to  examine  a  full  100  percent  sample  of  all  radiosurgery  cases  before 
making  a  final  decision  about  DRG  assignment.  We  intend  to  complete  this  analysis 
before  publication  of  the  fiscal  year  1998  hospital  payment  rates  that  are  scheduled 
to  take  effect  on  October  1,  1997.  . 

Because  current  ICD-9  codes  do  not  discriminate  between  the  gamma  kniie  pro- 
cedure and  other  radiosurgery,  there  is  no  way  to  discriminate  between  these  types 
of  cases  in  the  Medicare  database.  Any  expansion  of  the  codmg  would  have  to  be 
accomplished  through  the  ICD-9  Coordination  Committee  process  and  could  not 
take  effect  any  earlier  than  October  1,  1998. 

We  do  not  believe  that  the  proposed  reductions  m  payment  for  radiosurgery  cases 
would  jeopardize  patients  or  limit  their  access  to  appropriate  care.  A  basic  principle 
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of  the  hospital  prospective  payment  system  is  that  payment  is  based  on  an  averag- 
ing process,  as  each  DRG  contains  a  range  of  patient  costs  and  lengths  of  stay.  Pay- 
ment in  excess  of  cost  in  one  DRG  may  offset  costs  in  excess  of  payment  in  another 
DRG.  For  cases  that  would  now  fall  into  DRG  7  (which  contains  nearly  6  times  as 
many  patients  as  DRG  8),  radiosurgery  cases  would  continue  to  be  somewhat  over- 
paid in  the  aggregate,  since  average  charges  for  radiosurgery  cases  are  lower  than 
for  other  cases  in  the  same  DRG.  Similarly,  cases  that  fall  into  DRG  8  would  likely 
be  underpaid  as  a  whole.  Particularly  in  view  of  the  large  profit  margins  hospitals 
now  enjoy  on  Medicare  patients,  we  do  not  believe  it  is  necessary  to  continue  to 
overpay  all  radiosurgery  cases  to  ensure  that  hospitals  provide  appropriate  care,  in- 
cluding gamma  knife  treatment,  to  Medicare  beneficiaries.  We  note  that  a  hospital 
may  not  refuse  to  provide  a  covered  service  to  a  Medicare  beneficiary  if  it  provides 
that  service  to  other  patients. 


III.  Temple  University  Hospital  Ventilation  Rehabilitation  Demonstration 

Question.  Ms.  Buto,  I  understand  that  your  agency  has  been  working  with  Temple 
University  Hospital  on  a  Medicare  demonstration  project  for  ventilator-dependent 
rehabilitation  patients  to  devise  a  workable  solution  for  permanent  fund  for  the 
unit.  What  is  the  status  of  these  discussions?  Will  HCFA  extend  the  demonstration 
project  for  another  year  while  a  permanent  fix  is  developed?  Would  the  Administra- 
tion support  legislation  to  permanently  extend  this  project? 

Answer.  Temple  University's  ventilator  rehabilitation  unit  (VRU)  was  part  of  a 
HCFA  demonstration  project  from  July  1,  1991  through  June  30,  1997.  Because  of 
Temple's  excellent  outcomes  in  this  area,  HCFA  has  worked  with  Temple  for  the 
past  three  years  to  find  a  way  for  Temple's  VRU  to  become  permanently  eligible  for 
Medicare  funding.  As  of  yet,  no  mutually  agreeable  solution  has  been  found.  HCFA 
cannot  extend  the  Temple  VRU  demonstration  project  for  another  year  under  its 
own  authority  because  the  demonstration  project  is  not  budget  neutral.  We  would 
oppose  the  creation  of  a  new  class  of  providers  for  ventilator-rehabilitation  units 
since  the  demonstration  project  showed  that  the  quality  of  care  across  these  institu- 
tions varies  widely,  but  we  would  not  oppose  permanent  continuation  of  the  two 
sites  in  the  original  demonstration  project  which  have  consistently  demonstrated 
high  quality  care,  Temple  University  and  the  Mayo  Clinic. 

Panel  2 

statements  of: 

JOHN  C.  BADLAR  HI,  M.D.,  Ph.D.,  DEPARTMENT  OF  HEALTH  STUD- 
IES, UNIVERSITY  OF  CHICAGO 

RICHARD  KLAUSNER,  M.D.,  DIRECTOR,  NATIONAL  CANCER  INSTI- 
TUTE 

Senator  Specter.  Out  hearing  will  resume. 

We  have  with  us  two  very  distinguished  doctors  and  researchers, 
Dr.  Klausner  and  Dr.  Bailar.  We  will  begin  with  Dr.  John  Bailar, 
chair  and  professor  of  the  Department  of  Health  Studies,  Univer- 
sity of  Chicago,  graduate  of  Yale  University  School  of  Medicine, 
who  began  his  career  with  the  National  Cancer  Institute,  and  has 
written  extensively  on  progress  in  the  war  against  cancer.  The  full 
statement  that  I  had  prepared  will  be  made  a  part  of  the  record. 

As  I  said  earlier,  regrettably  we  are  under  time  constraints.  We 
have  a  recent  headline  from  USA  Today,  "$30  Billion  War  on  Can- 
cer a  Bust?"  That  frames  the  issue  about  as  well  as  anything. 

Dr.  Bailar,  the  floor  is  yours. 

SUMMARY  STATEMENT  OF  JOHN  BAILAR,  M.D. 

Dr.  Bailar.  Thank  you,  Mr.  Chairman.  I  did  not  write  that  head- 
line. I  would  not  have  written  that.  I  think  there  are  some  things 
that  we  need  to  be  concerned  about,  but  that  is  a  statement  I  think 
that  is  inappropriate. 
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In  1986,  Dr.  Elaine  Smith  and  I  reported  that  cancer  mortality 
had  climbed  slowly  but  steadily  over  several  decades,  and  we  con- 
cluded that  the  war  against  cancer  should  be  judged  a  qualified 
failure.  My  current  work  with  Dr.  Heather  Gornik  finds  little  rea- 
son to  modify  that  conclusion.  The  cancer  mortality  rate,  adjusted 
for  changes  in  the  population,  including  changes  in  the  risk  of 
death  from  other  causes,  continued  to  grow  by  about  1  percent  per 
year  until  very  recently.  Mortality  has  now  plateaued  and  started 
to  decline  slightly,  but  the  1994  cancer  death  rate  was  still  about 
6  percent  higher  than  that  of  1970.  We  expect  a  slow  and  partial 
decline  to  continue,  primarily  because  of  the  delayed  effects  of  re- 
ductions in  tobacco  usage  several  years  ago. 

Of  course,  cancer  is  a  collection  of  many  different  diseases,  and 
the  risk  of  death  from  some  forms  has  been  declining,  while  it  has 
been  growing  for  others.  These  changes  in  cancer  mortality,  both 
up  and  down,  have  been  largely  a  result  of  changes  in  the  occur- 
rence of  cancer,  sometimes  in  earlier  detection,  rather  than  a  result 
of  the  development  of  improved  treatments. 

We  are  not  questioning  the  value  of  treatment.  Treatments  pres- 
ently available  are  already  curing  about  one-half  of  all  patients, 
and  the  best  of  modern  medicine  has  much  to  offer  those  who  can- 
not be  cured.  In  short,  this  is  not  a  dispute  over  whether  the  glass 
is  half  full  or  half  empty.  We  agree  that  it  is  half  full.  The  problem 
is  that  it  is  the  same  half  full  that  it  was  several  decades  ago. 
There  is  no  substitute  for  a  major  reduction  in  cancer  mortality 
rates,  a  reduction  which  has  not  yet  occurred  despite  decades  of 
targeted  research  focused  mostly  on  treatment. 

I  am  convinced,  as  I  was  in  1986,  that  a  major  emphasis  on  can- 
cer research  must  be  shifted  from  treatment  to  prevention.  The 
principal  counter  argument  to  a  new  focus  on  prevention,  as  ex- 
pressed to  us,  has  been  that  success  in  treatment  is  near.  We  are 
almost  there,  we  hear.  Persistence  will  pay  off,  we  have  been  told 
time  and  time  again.  I  have  heard  this  argument  for  41  years, 
since  I  entered  cancer  research  in  1956.  I  heard  it  again  repeatedly 
and  stridently  after  Dr.  Smith  and  I  published  our  paper  in  1986. 
If  there  are  no  changes  in  the  broad  direction  of  our  national  can- 
cer research  strategy,  I  expect  to  hear  it  again  in  another  10  years 
and  20  years  and  beyond.  The  cure  is  just  around  the  corner  argu- 
ment may  have  been  old  in  1956;  it  is  most  certainly  old  now. 

Why  the  relative  lack  of  prevention  research?  We  have  heard  ar- 
guments that  cancer  research  organizations  are  dependent  on  pro- 
posals submitted  by  investigators.  That  is,  of  course,  true,  but  the 
agencies  are  far  from  helpless  in  this  matter.  In  short,  prevention 
research  could  be  moved  ahead  broadly  and  effectively,  if  the  will 
were  there. 

Another  recent  advance  for  the  dominance  of  treatment  research 
is  the  need  to  deal  with  the  life-threatening  problems  of  cancer  pa- 
tients now  and  in  the  future.  We  wholeheartedly  agree  that  these 
patients  must  not  be  abandoned,  and  that  a  vigorous  program  of 
research  on  cancer  treatment  should  continue,  though  the  level  of 
effort  must  be  balanced  with  investment  in  a  prompt  major  expan- 
sion of  cancer  prevention  research  initiatives. 


136 


PREPARED  STATEMENT 

It  is  time  for  all  of  us  to  stop  dreaming  and  to  devise  new  and 
realistic  strategies  to  concur  this  disease.  Prevention  is  the  key  to 
future  progress  against  cancer,  and  we  hope  that  this  Congress  will 
employ  effective  means  to  support  research  toward  that  end. 

Thank  you,  sir. 

Senator  Specter.  Thank  you  very  much,  Dr.  Bailar. 
[The  statement  follows:! 

Prepared  statement  of  John  C.  Bailar,  M.D. 

Good  afternoon.  My  name  is  John  C.  Bailar,  III.  I  am  Professor  and  Chair  of  the 
Department  of  Health  Studies  at  the  University  of  Chicago.  I  am  here  to  talk  about 
work  I  have  recently  done  with  my  colleague  Dr.  Heather  Gornik  on  trends  in  can- 
cer mortality 

I  am  a  retired  commissioned  officer  of  the  U.S.  Public  Health  Service.  I  worked 
at  the  National  Cancer  Institute  in  Bethesda  for  22  years,  and  since  then  I  have 
held  academic  appointments  at  Harvard,  McGill  University,  and  now  the  University 
of  Chicago,  where  I  am  Professor  and  Chair  of  the  Department  of  Health  Studies. 
For  six  years  I  was  Editor-in-Chief  of  The  Journal  of  the  National  Cancer  Institute. 
For  11  years  I  was  the  statistical  consultant  for  The  New  England  Journal  of  Medi- 
cine, and  more  recently  I  have  been  a  member  of  the  Editorial  Board  of  that  journal. 
I  have  an  MD  degree  (Yale,  1955)  and  a  Ph.D.  in  statistics  (American  University, 
1973).  I  have  a  license  (presently  inactive)  to  practice  medicine  in  D.C.  I  was  a  Mac- 
Arthur  Fellow  from  1990  to  1995,  and  I  have  been  elected  to  both  the  Institute  of 
Medicine  and  the  International  Statistical  Institute.  I  have  published  about  250  sci- 
entific papers  of  various  kinds,  as  well  as  several  books.  My  40-plus  year  career  has 
been  devoted  to  the  interpretation  of  statistical  evidence  in  medicine,  with  special 
emphasis  on  cancer. 

A  report  of  my  research  with  Dr.  Gornik  was  published  recently  (May  29,  1997) 
in  The  New  England  Journal  of  Medicine.  In  1986  I  published  a  similar  article  in 
the  same  journal  with  Dr.  Elaine  Smith  (314:1226-1232;  May  8,  1986).  Both  papers 
are  included  here  as  attachments.  The  data  are  not  in  need  of  any  revision,  and  our 
interpretation  is  up  to  date,  so  Dr.  Gornik  and  I  will  use  this  statement  to  address 
some  misunderstandings  of  our  paper  and  to  comment  on  some  of  the  rebuttals  that 
have  been  offered. 

In  1986,  Dr.  Smith  and  I  found  that  cancer  mortality  rates  had  climbed  slowly 
but  steadily  over  decades,  and  we  concluded  that  the  war  on  cancer,  at  that  time, 
should  be  judged  a  qualified  failure.  Our  current  study  finds  little  reason  to  modify 
that  conclusion.  The  cancer  mortality  rate  (adjusted  for  changes  in  the  population, 
including  changes  in  the  risk  of  death  from  other  causes)  continued  to  grow  slowly 
but  steadily,  at  a  rate  of  about  1  percent  per  year,  until  very  recently.  The  cancer 
mortality  rate  has  now  plateaued  and  has  started  to  decline  slightly  (by  a  total  of 
1  percent  during  the  three  year  period  1991-94),  but  the  1994  cancer  death  rate  was 
still  6  percent  higher  than  that  of  1970.  We  believe  that  the  present  decline  will 
continue  (though  still  at  a  slow  rate),  primarily  due  to  the  delayed  effects  of  reduc- 
tions in  tobacco  usage  several  decades  ago. 

This  six  percent  increase  is  a  serious  matter;  it  corresponds  to  more  than  30,000 
cancer  deaths  per  year  beyond  what  the  rates  of  1970  would  have  caused,  even  after 
adjustment  for  increases  due  to  growth  and  aging  of  the  population,  and  declines 
in  deaths  from  other  fatal  conditions. 

Though  there  has  been  much  interest  in  our  findings  and  conclusions,  we  have 
not  heard  any  serious  questions  about  the  data  we  present.  All  of  the  questions  have 
been  related  to  our  interpretation  and  conclusions,  rather  than  the  data.  But  we  be- 
lieve that  the  data  almost  speak  for  themselves:  the  cancer  death  rate  was  increas- 
ing until  quite  recently,  and  the  small  downturn  now  observed  is  largely  a  result 
of  decreased  cancer  incidence  (primarily  of  lung  cancer  in  men,  reflecting  their  turn- 
ing away  from  tobacco  several  decades  ago)  and  in  some  cases,  earlier  detection.  On 
the  national  level,  treatment  has  had  little  impact  on  total  cancer  mortality. 

Changes  in  the  death  rate  for  all  forms  of  cancer  combined  do  not  tell  the  whole 
story.  Cancer  is  a  collection  of  many  different  diseases,  and  the  risk  of  death  from 
some  forms  has  been  declining,  while  it  has  been  growing  for  others.  Our  analyses 
indicate  that  these  changes  in  cancer  mortality,  both  up  and  down,  have  been  large- 
ly a  result  of  changes  in  the  occurrence  of  cancer,  and  sometimes  in  the  earlier  de- 
tection of  the  disease,  rather  than  a  result  of  the  development  of  improved  treat- 
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ments.  Despite  some  clear  successes  in  treatment,  which  we  will  return  to,  it  is  dis- 
appointing that  the  risk  of  death  from  cancer  is  now  so  much  higher  than  it  was 
at  the  time  of  passage  of  the  National  Cancer  Act  of  1971,  and  indeed  higher  than 
it  was  at  the  time  of  the  1986  paper  I  published  with  Dr.  Smith. 

We  conclude  that  past  efforts,  focused  largely  on  treatment,  have  not  been  gen- 
erally successful,  that  there  is  now  reason  for  skepticism  about  whether  they  will 
ever  be  successful,  and  that  it  is  time  to  get  serious  about  cancer  prevention,  so  that 
treatment  will  be  needed  much  less  often.  Large  decreases  in  the  incidence  of  some 
forms  of  cancer  have  been  occurring  with  little  intervention  by  the  medical  and  pub- 
lic health  establishment,  and  targeted  efforts  to  continue  and  extend  these  welcome 
but  unintended  changes  may  produce  great  benefits.  Tobacco-related  cancers  are  an 
exception,  but  the  efforts  even  there  fall  far  short  of  advertising  and  other  efforts 
to  promote  tobacco  use. 

We  now  turn  to  some  of  the  misinterpretations  of  our  study. 

First,  we  are  not  questioning  the  value  of  treatment  for  cancer.  Treatments  pres- 
ently available  in  hospitals  nationwide  are  already  curing  about  half  of  all  cancers, 
and  we  should  make  maximum  use  of  whatever  is  known  to  work.  And,  the  best 
of  modern  medicine  has  much  to  offer  all  cancer  patients — even  those  who  cannot 
be  cured  of  their  disease.  There  is  no  question  that  knowledgeable  medical  care  can 
be  of  great  value  to  a  cancer  patient  even  when  the  cancer  cannot  be  kept  in  check 
indefinitely  and  will  ultimately  causes  the  patient's  demise. 

We  have  consistently  tried  to  keep  these  advantages  of  present  cancer  therapies 
in  clear  focus.  In  short,  this  not  a  dispute  over  whether  the  glass  is  half  empty  or 
half  full;  we  all  agree  that  it  is  half  full.  The  problem  is  that  it  is  the  same  half 
full  that  it  was  several  decades  ago.  National  progress  in  reducing  cancer  death 
rates  has  been  spotty  and,  overall,  not  very  successful. 

We  also  emphasize  that  we  are  not  attacking  any  persons.  I  know  many  cancer 
research  investigators,  and  they  are  uniformly  dedicated  and  honest  scientists  who 
are  fully  committed  to  the  public  welfare.  Unfortunately,  many  of  them  are  also 
wrong,  to  the  extent  that  they  continue  to  believe  that  the  present  division  of  effort 
between  research  on  cancer  treatment  and  on  cancer  prevention  is  the  best  way  to 
deal  with  this  dread  disease. 

We  have  been  accused  of  unjustified,  even  destructive,  pessimism,  but  the  real  pa- 
thology here  is  unjustified  optimism.  While  false  hope  may  have  its  uses,  it  can 
waste  resources  and,  more  importantly,  direct  attention  away  from  what  really 
needs  to  be  done,  whether  at  the  conference  table  of  our  leaders  in  medical  research 
or  at  the  bedside  of  a  patient.  In  some  ways,  Dr.  Gornik  and  I  feel  that  our  role 
has  become  similar  to  that  of  the  independent  accountant,  a  part  of  whose  job  is 
to  curb  the  excesses  of  company  managers  who  are  fundamentally  sincere,  but  des- 
perately want  to  find  good  news  to  sustain  themselves,  their  company,  and  their 
stockholders.  Similarly,  it  seems  that  cancer  research  managers  and  investigators 
have  consistently,  though  sincerely,  overstated  their  progress  and  underestimated 
the  problems  that  remain,  while  the  public  has  been  sustained  more  by  hope  than 
by  accomplishment. 

What  are  the  successes?  First,  there  has  been  marvelous  progress  in  reducing  the 
cancer  death  rate  among  children  and  young  adults.  Cancer  mortality  of  persons 
under  the  age  of  15  is  only  half  of  what  it  was  in  1970,  and  is  still  declining.  We 
might  all  agree  that  if  we  must  begin  reducing  the  death  rate  in  one  place,  cancer 
in  children  is  that  place.  To  put  these  data  in  perspective,  however,  cancer  deaths 
before  the  age  of  15  now  make  up  only  about  one-third  of  1  percent  of  total  cancer 
mortality  in  the  U.S.,  and  complete  elimination  of  cancer  at  these  young  ages  would 
have  little  impact  on  the  national  death  toll. 

In  addition  to  more  effective  care  of  cancers  of  children  and  young  adults,  there 
have  been  major  successes  in  treatment  of  some  cancers  in  adults,  such  as  Hodg- 
kin's  disease  and  cancer  of  the  testis,  but  all  of  these,  too,  are  relatively  uncommon. 
For  example  in  1993,  deaths  due  to  Hodgkin's  disease  and  testicular  cancer  com- 
bined accounted  for  less  than  one-half  of  1  percent  of  total  cancer  deaths  in  the 
United  States.  Past  successes  of  treatment  for  these  particular  forms  of  cancer  are 
reflected  in  the  present  death  rate,  but  further  progress  can  have  little  further  effect 
on  the  national  cancer  burden.  .  m 

In  addition  to  these  individual  treatment  victories,  there  have  been  major  ad- 
vances in  the  palliation  of  most  cancers.  Cancer  patients  can  now  live  better  lives, 
and  in  many  cases,  longer  lives,  than  in  decades  past.  There  is  no  question  that  it 
is  better  to  have  cancer  in  1997,  even  incurable  cancer,  than  it  was  20  or  30  years 
ago.  This  is  a  very  important  improvement. 

More  broadly,  the  national  dedication  to  cancer  research  has  produced  major  ad- 
vances in  related  fields  of  medical  science,  including  virology,  immunology,  genetics, 
and  molecular  biology,  and  these  have  important  clinical  applications  to  other  dis- 
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eases.  It  was  no  accident  that  the  first  major  successes  in  research  on  AIDS  were 
at  the  US  National  Cancer  Institute,  where  investigators  had  the  knowledge,  skills, 
and  facilities  to  deal  with  dangerous  viruses.  There  have  also  been  important  ad- 
vances in  medical  imaging  technologies  and  other  kinds  of  technology  as  a  result 
of  decades  of  dedication  to  cancer  research. 

However  encouraging  these  advances  may  be,  improvements  in  scientific  knowl- 
edge and  even  in  palliation  are  not  what  we  set  out  to  do  in  the  ongoing  war  against 
cancer,  nor  should  they  be  our  present  goal.  There  is  no  substitute  for  a  major  re- 
duction in  cancer  mortality  rates — a  reduction  which  has  not  yet  occurred  despite 
decades  of  targeted  research. 

The  principal-counter  argument  that  we  have  heard  is  that  success  in  treatment 
is  near.  "We  are  almost  there,"  we  hear,  "Success  is  just  out  of  reach"  or  "just 
around  the  bend."  Persistence  will  pay  off,  we  have  been  told,  time  and  time  again. 

I  have  heard  this  argument  for  forty-one  years,  since  I  entered  cancer  research 
in  1956.  I  heard  it  again,  repeatedly  and  stridently,  after  Dr.  Smith  and  I  published 
our  paper  in  1986.  And  if  there  are  no  changes  in  the  broad  direction  of  our  national 
cancer  research  strategy,  I  expect  to  hear  it  again  in  another  10  years  *  *  *  in  20 
years  *  *  *  and  even  beyond,  as  Dr.  Gornik  continues  our  work.  The  "cure  is  just 
around  the  corner"  argument  may  have  been  old  in  1956,  and  it  is  most  certainly 
old  now,  as  cancer  mortality  remains  near  its  all  time  high.  Remember  interferon? 
Remember  interleukin-2?  Remember  the  monthly,  sometimes  weekly,  fanfare  about 
great  new  advances  against  cancer? 

Another  argument  Drought  forward  in  response  to  our  data  is  that  the  lack  of 
progress  in  reducing  cancer  mortality  is  because  major  advances  in  treatment  have 
been  offset  by  large  increases  in  cancer  incidence — increases  that  reflect  new  expo- 
sures to  carcinogens.  But  this  argument  in  fact  supports  our  conclusion.  An  increase 
in  the  true  incidence  of  cancer  is  an  unmistakable  flag  of  trouble  that  merits  the 
immediate  and  broad  concern  of  the  cancer  research  establishment  and  the  realloca- 
tion of  substantial  support  to  characterize,  understand,  and  interrupt  the  increase. 
Even  if  increases  in  incidence  have  been  largely  contained  by  improvements  in 
treatment,  we  still  have  an  obligation  to  identify  and  attempt  to  control  the  causes 
of  the  increase.  In  any  event,  few  persons  who  have  had  cancer  would  argue  against 
the  statement  that  prevention  would  have  been  better  for  them  than  treatment, 
which,  regardless  of  ultimate  effectiveness,  is  at  best  inconvenient,  and  at  worst, 
leaves  the  patient  with  painful,  life-altering,  and  disabling  problems,  many  of  which 
are  permanent. 

Why  the  relative  lack  of  prevention  research?  We  have  heard  arguments  that  can- 
cer research  organizations  are  dependent  on  proposals  submitted  by  investigators. 
That  is  of  course  true,  but  the  agencies  are  far  from  helpless  in  this  matter.  For 
example,  NIH  is  divided  into  institutes  precisely  to  assure  attention  to  specific  areas 
of  great  public  concern  than  might  otherwise  be  under-studied.  These  institutes 
have  intramural  as  well  as  extramural  programs,  in  part  so  that  all  important  mat- 
ters can  be  covered  without  regard  to  what  is  proposed  by  independent  investiga- 
tors. Requests  for  Applications  and  Requests  for  Proposals,  with  special  funding  lim- 
ited to  defined  narrow  areas  of  investigation,  are  remarkably  effective  in  capturing 
and  directing  the  attention  of  investigators.  NIH  staff  can  provide  targeted  training, 
equipment,  and  other  encouragement  where  they  feel  that  encouragement  is  nec- 
essary. 

Another  reason  advanced  for  the  dominance  of  treatment  research  is  the  need  to 
deal  with  the  life-threatening  problems  of  cancer  patients  who  need  care  now,  or 
who  will  need  it  in  the  years  before  a  national  prevention  program  could  become 
effective,  or  who  will  continue  to  get  cancer  for  reasons  that  remain  beyond  preven- 
tion. We  wholeheartedly  agree  that  these  patients  must  not  be  abandoned,  and  that 
a  vigorous  program  of  research  on  cancer  treatment  should  continue,  though  the 
level  of  effort  must  be  balanced  with  investment  in  the  expansion  of  prevention  re- 
search. 

A  prompt,  major  expansion  of  cancer  prevention  research  initiatives  at  the  Na- 
tional Cancer  Institute  and  elsewhere  is  feasible  as  well  as  needed.  This  change 
may  be  difficult  and  painful  for  both  investigators  and  institutions  that  have  been 
dedicated  to  research  on  treatment,  but  it  is  possible  if  we  all  have  the  will  to  make 
it  work. 

We  have  not  addressed  the  issue  of  the  overall  budget  for  cancer  research  in  this 
country.  Instead,  we  are  arguing  for  a  new  balance  between  prevention  and  treat- 
ment within  the  constraints  of  whatever  budget  is  provided.  We  have  heard  some 
critics  say  that  our  findings  should  drive  a  massive  expansion  of  the  cancer  research 
budget.  That  may  be  the  best  way  to  go.  However,  we  are  not  certain  that  anyone 
would  be  harmed  by  substantial  reallocations  within  the  present  NCI  budget.  We 
understand  the  argument  that  one  cannot  predict  where  the  next  important  re- 
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search  finding  will  emerge,  but  we  are  not  convinced  there  will  ever  be  such  an  ad- 
vance. Further,  while  all  funded  research  is  judged  to  be  promising,  some  projects 
are  readily  identified  as  more  promising  than  others.  We  trust  that  decisions  to  re- 
duce research  on  cancer  treatment,  if  necessary,  will  result  in  a  leaner  program  that 
is  more  focused  on  what  is  most  likely  to  pay  off. 

We  believe  that  Congress  recognizes  the  need  for  a  shift  of  attention  to  preven- 
tion. After  more  than  20  years  of  little  change,  the  Public  Health  Service  Act  (Sec- 
tion 417B(d))  was  modified  in  1993  to  require  a  reluctant  NCI  to  devote  at  least  10 
percent  of  its  budget  to  a  range  of  specified  cancer  control  activities  by  1996.  This 
requirement  is  being  met  on  paper,  but  we  have  no  way  to  tell  how  much  of  the 
apparent  change  is  real,  as  opposed  to  relabeling  of  ongoing  work,  and  even  the  full 
10  percent  would  still  be  far  too  low. 

What  figure  would  be  optimum?  We  cannot  be  sure;  Dr.  Gornik  and  I  have  been 
working  alone,  without  even  grant  support,  and  we  have  not  had  the  resources  for 
a  full  analysis.  However,  it  appears  that  the  treatment:  prevention  ratio  has  been 
about  4:1  exclusive  of  administrative  costs  and  research  that  is  so  basic  that  no  di- 
rect implications  for  prevention  or  treatment  can  be  discerned  (though  relabeling  of 
applied  research  as  basic  may  again  be  a  problem).  My  initial  guess  is  that  this 
should  be  partially  reversed,  to  a  ratio  of  at  least  1:2  in  favor  of  prevention,  but 
this  (or  any  other)  figure  requires  detailed  and  entirely  unbiased  consideration  by 
a  panel  of  experts. 

After  decades  of  tenacious  dedication  to  treatment  research,  it  is  time  for  all  of 
us  to  stop  dreaming  and  to  devise  new  and  realistic  strategies  to  conquer  this  dread 
disease.  Prevention  is  the  key  to  future  progress  against  cancer,  and  we  hope  that 
this  nation  will  find  effective  ways  to  support  research  toward  that  end. 

Thank  you. 

SUMMARY  STATEMENT  OF  DR.  RICHARD  KLAUSNER 

Senator  Specter.  We  now  turn  to  Dr.  Richard  Klausner,  Director 
of  the  National  Cancer  Institute  since  August  1,  1995.  Since  1984 
he  has  been  the  Chief  of  Cell  Biology  at  the  Metabolism  Branch  of 
the  National  Institute  of  Child  Health  and  Human  Development.  A 
graduate  of  Duke  University  School  of  Medicine,  he  began  his  re- 
search career  in  NIH  in  1979. 

Welcome  Dr.  Klausner.  The  floor  is  yours. 

Dr.  Klausner.  Thank  you,  Senator  Specter. 

I  am  pleased  to  have  this  opportunity  to  discuss  progress  and  to 
respond  to  the  article  "Cancer  Undefeated."  I  want  to  make  eight 
brief  points. 

MORTALITY  RATES 

First  is  one  overarching  message  that  we  all  agree  on.  Overall 
cancer  mortality  rates  which  had  been  rising  all  century  have  fi- 
nally begun  to  fall.  The  1-  to  3-percent  drop  in  age-adjusted  mortal- 
ity rates  is  just  a  beginning,  representing  thousands  of  lives  saved 
per  year  that  would  have  been  lost. 

Second,  to  understand  why  mortality  rates  are  changing,  we 
must  move  away  from  lumping  all  cancers  together,  and  rather  ex- 
amine each,  for  each  is  a  different  disease.  We  can  look  at  four  ex- 
amples. 

Lung  cancer.— The  No.  1  killer,  has  a  death  rate  that  is  finally 
falling  in  men  and  in  women  under  65.  The  reason  is  indeed  pre- 
vention, and  a  drop  in  smoking  rates. 

Gastric  cancer.— This  has  plummeted  from  the  No.  1  killer  early 
in  the  century  to  the  No.  8  now,  and  in  fact,  none  of  us  really  know 
why. 

Colorectal  cancer.— This  is  the  No.  2  cancer  killer.  Its  mortality 
has  been  falling  for  20  years,  due  largely  to  early  detection.  We  be- 
lieve that  the  recent  evidence  of  a  30-  to  35-percent  reduction  in 
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mortality  following  adjuvant  treatment  of  moderately  advanced  dis- 
ease is  and  will  continue  to  contribute  to  the  drop  in  mortality  from 
this  cancer. 

Breast  cancer. — There  is  a  significant  recent  decline  in  mortality 
that  is  likely  the  result  of  both  early  detection  and  the  widespread 
use  of  adjuvant  treatment.  All  of  the  data  suggest  that  it  is  the  lat- 
ter, that  is,  treatment  that  explains  the  bulk  of  this  effect. 

Third,  we  must  take  our  victories  against  cancer  where  we  can. 
For  that  reason,  a  balanced  approach  to  prevention,  detection, 
treatment,  and  the  science  that  underlies  all  of  them  must  remain 
the  driving  principle  of  the  NCI.  Indeed,  prevention  and  treatment 
are  often  not  readily  separated.  Prevention  is  a  high  priority  to  the 
NCI.  Prevention  research  does  and  must  include  research  into 
causes  of  cancer,  or  else  we  cannot  prevent  it;  identifying  who  is 
at  risk  from  which  cancer;  conducting  prevention  research;  and  di- 
rect prevention  interventions.  It  this  year  will  amount  to  $911  mil- 
lion, or  38  percent  of  our  budget. 

Research  into  early  detection  of  cancer  crosses  the  line  between 
prevention  and  treatment.  Early  detection  is  of  no  benefit  unless 
you  have  effective  treatment.  Our  investment  in  treatment-oriented 
research,  in  contrast  to  what  Dr.  Bailar  says,  amounts  to  $845  mil- 
lion, 35  percent  of  our  budget.  The  remaining  27  percent  of  our 
budget  is  targeted  to  cancer  biology  training  and  education,  which 
I  consider  to  be  part  of  the  foundation  for  prevention,  treatment, 
or  detection. 

Senator  Specter.  How  much  of  the  budget  is  for  prevention, 
would  you  say,  Dr.  KLausner? 

Dr.  KLAUSNER.  If  we  define  prevention  as  identifying  causes  of 
cancer,  as  identifying  who  is  at  risk  for  cancer,  conducting  what  we 
call  strictly  prevention  research,  and  direct  prevention  interven- 
tions, it  amounts  to  38  percent  of  our  budget,  and  I  would  be  happy 
to  provide  you  with  the  details  of  those  numbers. 

Senator  SPECTER.  Identifying  the  cause  of  cancer,  who  is  at  risk, 
intervention,  prevention  

Dr.  KLAUSNER.  Yes,  both  prevention  research,  and  direct  preven- 
tion interventions.  For  example,  there  is  a  new  burgeoning  of  clini- 
cal trials  where  we  are  now  testing  a  whole  variety  of  prevention 
interventions,  from  behavior  research  to  new  drugs.  Many  of  those 
drugs  began  as  treatment  drugs. 

Senator  Specter.  OK 

CANCER  PREVENTION  REVIEW 

Dr.  KLAUSNER.  Since  I  became  Director  2  years  ago,  I  have  com- 
missioned a  series  of  critical  external  reviews,  and  2  days  ago  I  re- 
ceived the  first-ever  comprehensive  report  from  a  very  eminent 
panel  of  our  country's  cancer  prevention  researchers  that  will  help 
guide  the  invigoration  of  our  cancer  prevention  programs. 

Fourth,  progress  is  dependent  upon  knowledge.  Our  investment 
in  understanding  the  causes  and  characteristics  of  cancer  is  essen- 
tial if  we  are  to  develop  effective  interventions,  regardless  of 
whether  they  are  treatment  or  prevention. 

Fifth,  progress  takes  time.  The  pace  of  progress  against  cancer 
frustrates  all  of  us.  Whether  we  like  it  or  not,  to  move  from  an  in- 
sider in  observation  to  a  tested  successful  human  intervention 
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takes  time,  and  there  will  always  be  a  lag  between  our  investment 
and  the  payoff  we  are  now  actually  beginning  to  see. 

Six,  success  is  measured  in  multiple  ways.  While  the  reduction 
in  cancer  mortality  should  be  our  ultimate  goal,  there  have  been 
critical  advances  in  the  quality  of  life  for  the  8.1  million  cancer  sur- 
vivors; longer  survival  time  after  diagnosis,  time  to  spend  with 
family  and  community;  less  destructive  and  disfiguring  surgery,  so 
that  people  who  wouid  have  lost  their  voices  can  speak,  people  who 
would  have  lost  their  limbs  can  walk,  and  many  others  can  keep 
the  function  of  their  bowel  and  bladder;  better  control  of  pain  and 
disabilities.  These  are  all  advances  that  benefit  people,  advances 
that  should  not  be  dismissed. 

Seven,  the  drop  in  mortality  that  we  have  recently  seen  can  be 
viewed  as  a  fork  in  the  road  of  our  progress  against  cancer.  What 
do  we  do  with  this  fork?  I  agree  with  Yogi  Berra.  When  you  come 
to  a  fork  in  the  road,  take  it.  This  year,  over  1.3  million  Americans 
will  be  diagnosed  with  cancer.  While  some  significant  fraction  of 
these  cases  are  a  failure  of  prevention,  even  if  all  tobacco  use 
stopped  today,  even  if  all  of  us  instantly  adopted  a  perfect  diet,  we 
would  still  be  confronted  with  an  enormous  number  of  people  who 
would  be  diagnosed  with  cancer.  These  people  cannot  and  will  not 
be  written  off  because  we  have  chosen  one  fork  in  the  road  and  de- 
cided that  if  you  slip  past  prevention  you  are  out  of  luck.  Our 
broad-based  approach  is  working.  It  would  be  foolish  to  abandon  it. 

And  eighth,  it  is  dangerous  to  make  predictions,  especially  about 
the  future.  While  the  past  is  prologue  to  the  future,  the  future  is 
not  easily  predicted  by  the  past.  Before  all  of  our  breakthroughs 
critics  pronounced  that  we  will  never  fly,  never  wipe  out  smallpox 
or  polio,  or  never  cure  a  child  with  leukemia.  While  cancer  is  still 
clearly  undefeated,  defeatism  is  simply  not  supported  by  the  cur- 
rent evidence.  The  promise  of  ideal  and  total  prevention  of  cancer 
may  well  contain  as  much  hype  as  Dr.  Bailar  sees  in  the  over- 
promise  of  cure. 

PREPARED  STATEMENT 

I  believe  that  we  can  and  must  do  better  in  our  fight  against  can- 
cer. The  past  2  years,  I  have  worked  to  bring  a  spirit  of  revalua- 
tion and  of  real  change  to  the  NCI,  to  ensure  that  our  investment 
in  understanding  the  causes  and  nature  of  cancer  are  optimally 
linked  to  the  development  of  new  strategies  for  prevention,  detec- 
tion, diagnosis,  and  treatment  which  this  collection  of  complex  dis- 
eases demands. 

Senator,  I  thank  you  very  much  for  having  the  opportunity  to  ap- 
pear before  you  today. 
[The  statement  follows:] 

Prepared  Statement  of  Richard  D.  Klausner,  M.D. 

Senator  Specter,  Members  of  the  Committee— I  am  Richard  Klausner,  Director  of 
the  National  Cancer  Institute.  I  am  pleased  to  have  this  opportunity  to  discuss 
progress  against  cancer  and  to  respond  to  the  recent  article  in  the  New  England 
Journal  of  Medicine  entitled  "Cancer  Undefeated."  I  wish  to  make  eight  brief  points. 

First,  there  is  one  overarching  message  that  we  all  agree  on:  overall  cancer  mor- 
tality rates,  which  had  been  rising  all  century,  have  finally  begun  to  fall.  The  1- 
3  percent  drop  in  age-adjusted  mortality  rates  is,  we  hope,  just  a  beginning—  rep- 
resenting thousands  of  lives  saved  per  year  that  would  have  been  lost. 
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Second,  to  understand  why  mortality  rates  are  changing,  we  must  move  away 
from  lumping  all  cancers  together  and  rather  examine  each  cancer,  for  each  is  a  dif- 
ferent disease  or,  indeed,  a  different  set  of  diseases.  Let  us  look  at  four  examples. 

— (1)  Lung  Cancer. — This  is  the  No.  1  killer  whose  death  rate  is  finally  dropping 
in  men  and  in  women  under  65  and  the  reason  is  clear:  the  drop  in  smoking 
that  began  after  the  first  Surgeon  General's  report  in  1964. 

— (2)  Gastric  Cancer. — This  has  plummeted  from  the  No.  1  killer  in  1900  to  No. 
8  now,  and  we  don't  know  why. 

— (3)  Colorectal  cancer. — This  is  the  No.  2  cancer  killer.  Its  mortality  has  been 
falling  for  20  years  due  largely  to  early  detection,  and  we  believe  that  recent 
evidence  of  a  30-percent  reduction  in  mortality  following  adjuvant  treatment  of 
moderately  advanced  disease  is  and  will  continue  to  contribute  to  the  drop  in 
mortality  from  this  cancer. 

— (4)  Breast  cancer. — The  significant  recent  decline  in  mortality  is  likely  the  result 
of  both  early  detection  and  today's  almost  universal  use  of  adjuvant  treatment. 
I  believe  it  is  the  latter  that  explains  the  bulk  of  the  effect. 

Third,  we  must  take  our  victories  against  cancer  where  we  can.  For  that  reason, 
a  balanced  and  constantly  re-evaluated  approach  to  prevention,  detection,  and  treat- 
ment must  remain  the  driving  principle  of  the  National  Cancer  Institute. 

Currently,  we  do  have  a  large  investment  in  prevention.  This  does  and  must  in- 
clude research  into  the  causes  of  cancer,  identifying  who  is  at  risk  for  which  cancer, 
conducting  prevention  research  and  prevention  interventions,  and  amounts  to  $911 
million  or  38  percent  of  our  budget. 

Research  into  detection  of  cancer  crosses  the  line  between  prevention  and  treat- 
ment. Early  detection  is  of  no  benefit  without  effective  treatment.  Our  investment 
in  treatment-oriented  research  amounts  to  $845  million  or  35  percent  of  our  budget. 

The  remaining  27  percent  of  our  budget  is  targeted  to  cancer  biology,  training, 
and  education  which  I  consider  to  be  part  of  the  necessary  foundation  for  preven- 
tion, detection,  or  treatment.  Since  I  became  director,  I  have  commissioned  a  series 
of  critical  external  reviews  and  two  days  ago,  I  received  a  comprehensive  report 
from  a  very  eminent  panel  of  our  country's  cancer  prevention  researchers  that  will 
help  guide  the  invigoration  of  our  cancer  prevention  programs. 

Fourth,  progress  is  dependent  upon  knowledge.  Our  investment  in  understanding 
the  causes  and  characteristics  of  cancer  is  essential  if  we  are  to  develop  effective 
interventions — regardless  of  whether  they  are  aimed  at  prevention  or  treatment. 

Painstaking  molecular,  genetic  and  epidemiologic  studies  in  colorectal  cancer  are 
revealing  real  targets  for  preventing  the  development  of  polyps,  the  precursors  of 
colon  cancer,  and  preventing  their  progression  to  cancer.  Cellular  and  molecular 
studies  of  the  hormone-dependent  growth  of  breast  and  prostate  cancer  are  allowing 
the  design  of  specific  antagonists  that  are  providing  the  first  preventives  now  being 
tested  for  these  cancers. 

Fifth,  progress  takes  time.  The  pace  of  progress  against  cancer  frustrates  all  of 
us.  Whether  we  like  it  or  not,  to  move  from  an  insight  or  an  observation  to  a  tested 
successful  human  intervention  takes  time,  and  this  is  why  there  will  always  be  a 
lag  between  our  investment,  the  development  of  the  critical  knowledge  base,  and  the 
pay-off  that  we  are  finally  seeing. 

Childhood  leukemia  was  not  cured  overnight.  It  took  decades  from  the  first  ten- 
tative use  of  anti-metabolites  and  genotoxic  drugs  to  achieve  our  current  70-80  per- 
cent cure  rate. 

Sixth,  success  is  measured  in  multiple  ways.  While  the  reduction  in  cancer  mor- 
tality should  be  our  ultimate  goal,  there  have  been  critical  advances  in  the  quality 
of  life  for  our  8.1  million  cancer  survivors.  Longer  survival  time  after  diagnosis — 
time  to  spend  with  family  and  community,  less  destructive  and  disfiguring  surgery, 
so  that  people  who  would  have  lost  their  voices  can  speak,  those  who  would  have 
lost  limbs  can  walk,  and  many  others  can  keep  the  function  of  their  bowel  and  blad- 
der, better  control  of  pain  and  other  disabilities — these  are  all  advances  that  benefit 
people,  advances  that  should  not  be  dismissed. 

Seventh,  the  drop  in  mortality  can  be  viewed  as  a  fork  in  the  road  of  our  progress 
against  cancer.  What  do  we  do  at  this  fork?  I  agree  with  Yogi  Berra  "When  you 
come  to  a  fork  in  the  road,  take  it."  This  year,  over  1.3  million  Americans  will  be 
diagnosed  with  cancer.  While  some  significant  fraction  of  these  cases  are  a  failure 
of  prevention,  even  if  all  tobacco  use  stopped  today,  even  if  all  of  us  instantly  adopt- 
ed a  "perfect"  diet  (recognizing  that  we  don't  know  for  sure  what  the  preventive  effi- 
cacy is  of  changing  diet),  we  would  still  be  confronted  with  an  enormous  number 
of  people  who  will  be  diagnosed  with  cancer.  These  people  cannot  and  will  not  be 
written  off  because  we  have  chosen  one  fork  in  the  road  and  decided  that  if  you  slip 
past  prevention,  you're  out  of  luck.  Our  broad-based  approach  is  working.  It  would 
be  foolish  to  abandon  it. 
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Eighth,  it  is  dangerous  to  make  predictions,  especially  about  the  future.  While  the 
past  is  prologue  to  the  future,  the  future  is  not  easily  predicted  by  the  past.  Before 
all  of  our  breakthroughs,  critics  pronounced  that  we  will  never  fly,  never  wipe  out 
smallpox  or  polio,  or  never  cure  a  child  with  leukemia.  While  cancer  is  clearly  still 
undefeated,  defeatism  is  simply  not  supported  by  our  current  data.  The  promise  of 
ideal  and  total  prevention  of  cancer  may  well  contain  as  much  hype  as  Dr.  Bailar 
sees  in  the  over  promise  of  cure.  I  believe  that  we  can  and  must  do  much  better 
in  our  fight  against  cancer.  For  the  past  two  years,  I  have  worked  to  bring  a  spirit 
of  re-evaluation  and  change  to  the  NCI  to  assure  that  our  investment  in  under- 
standing the  causes  and  nature  of  cancer  are  optimally  linked  to  the  development 
of  new  strategies  for  prevention,  detection,  diagnosis  and  treatment  which  this  col- 
lection of  complex  diseases  demands. 

Thank  you  Senator  Specter,  for  asking  me  to  appear  before  you  today.  I  would 
be  pleased  to  answer  any  questions. 

PERCENT  OF  BUDGET 

Senator  Specter.  Thank  you,  Dr.  Klausner. 

Dr.  Bailar,  you  say  you  disagree  with  this  headline,  "$30  billion 
war  on  cancer  a  bust,"  but  you  call  it  a  qualified  failure.  A  qualified 
failure,  as  distinguished  from  an  unqualified  failure.  I  am  not  say- 
ing you  are  wrong,  but  I  have  seen  few  headlines  about  me  that 
I  like  or  anything  that  I  have  said  that  I  like.  I  do  not  know  if  the 
headline  is  too  far  off  as  a  real  attention-grabber. 

The  information  submitted  some  time  ago  by  the  NCI  on  percent- 
ages, and  I  am  going  to  ask  you  about  this  in  a  minute,  Dr. 
Klausner,  is  11.53  percent  spent  for  prevention.  If  you  have  not 
seen  it,  let  me  have  it  made  available  to  you. 

Dr.  Klausner.  I  have  it  here. 

Senator  Specter.  Dr.  Klausner  now  identifies  a  number  of  pre- 
vention items  which  he  says  totals  38  percent.  I  would  be  inter- 
ested, Dr.  Bailar,  in  your  evaluation  as  to  whether  those  are  really 
prevention  items? 

Dr.  Bailar.  I  would  not  classify  all  of  this  as  prevention  the  way 
I  define  it.  You  could  take  a  very  comprehensive  definition  and 
smuggle  these  in.  I  would  not,  for  example,  include  all  of  the  work 
on  the  causes  of  cancer.  Understanding  causes  of  cancer  will  not 
lead  directly  to  saving  any  lives.  It  may  help  in  identifying  carcino- 
genic agents  that  should  be  removed,  but  much  of  it  is  focused  on 
molecular  processes  that  might  be  of  equal  value  in  treatment  or 
in  other  ways. 

Similarly,  some  of  the  work  on  who  is  at  risk  of  cancer  I  think 
is  not  directly  related  to  prevention  unless  those  risk  factors  are 
going  to  be  modifiable.  My  figure  is  a  good  bit  less  than  38  percent. 

Senator  Specter.  What  would  your  figure  be? 

Dr.  Bailar.  My  figure  would  be  on  the  order  of  10  percent. 

On  the  other  hand,  I  would  be  more  generous  than  Dr.  Klausner 
in  the  proportion  of  the  budget  targeted  to  cancer  biology,  training, 
and  education,  which  underlies  everything.  He  mentioned  27  per- 
cent. I  might  say  40  percent. 

And  I  would  not  touch  that  40  percent. 

CANCER  PREVENTION  PERCENTAGE 

Senator  Specter.  Dr.  Klausner,  how  do  you  interpolate  or  justify 
your  current  38  percent  estimate  with  the  category  which  you  pro- 
vided the  committee  some  time  ago,  at  11.53  percent? 
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Dr.  Klausner.  In  talking  about  trying  to  understand  what  is 
needed  for  prevention,  I  strongly  disagree  with  Dr.  Bailar.  I  think 
the  idea  of  preventing  something  you  do  not  know  the  cause  of  

Senator  Specter.  Before  you  disagree  with  him,  answer  my 
question  about  38  versus  11.5  percent. 

Dr.  Klausner.  If  we  have  the  same  table,  it  is  broken  into  epide- 
miology, causation  

Senator  Specter.  Well,  that  is  why  I  wanted  to  give  you  my 
sheet. 

Dr.  Klausner.  OK  The  epidemiology,  causation  and  carcino- 
genesis portion  is  28  percent. 

Senator  Specter.  Please  do  not  read  the  whole  chapter.  Take  my 
percent.  Well,  I  have  got  a  sheet  here  that  has  11.53  percent.  Take 
a  look  at  that,  and  I  again  ask  you  what  is  the  explanation  for  the 
difference  between  that  document  you  provided  a  long  time  ago  and 
the  38  percent  on  prevention  you  are  testifying  about  now? 

Dr.  Klausner.  There  is  a  mandated  line  in  the  budget  called 
cancer  prevention  and  control,  which  is  to  be  approximately  10  per- 
cent. 

Senator  Specter.  Who  says  it  is  to  be  approximately  10  percent? 

Dr.  Klausner.  Ten  percent  is  according  to  legislation.  It  is  deter- 
mined in  the  law  that  10  percent  should  be  in  cancer  prevention 
and  control. 

Senator  Specter.  Only  10  percent  or  a  minimum  of  10  percent? 
Dr.  Klausner.  It  is  a  minimum  of  10  percent. 
Senator  Specter.  It  could  be  more? 

Dr.  Klausner.  That  is  right.  And  above  this,  sir,  is  called  cancer 
causation,  which  is  27  percent. 

Senator  Specter.  OK.  So  why  did  you  say  cancer  prevention  was 
11.3  and  now  say  it  is  38? 

Dr.  Klausner.  Because  when  you  add  the  about  10  percent  for 
cancer  prevention  and  control,  plus  the  28  percent  here  listed  as 
cancer  causation— that  adds  up  to  38  percent.  This  budget  table 
was  based  upon  reporting  as  we  were  asked  for  this,  based  upon 
budget  authorities. 

Senator  Specter.  But  if  you  thought  cancer  research  was  really 
cancer  prevention,  you  could  have  put  it  in  earlier? 

Dr.  Klausner.  Yes;  I  think  it  was  for  answering  a  different  ques- 
tion, but  yes.  We  called  it  cancer  causation — asking  what  we  are 
investing  for  our  ability  to  intervene  in  cancer,  I  think  requires  an 
investment  in  understanding  the  causes  of  cancer. 

Senator  Specter.  Now,  Dr.  Bailar,  what  would  you  recommend 
as  activities  that  NCI  ought  to  undertake  for  prevention  research? 

Dr.  Bailar.  It  would  be  largely  an  expansion  of  activities  already 
underway.  One  is  to  identify  and  remove  known  carcinogens,  so 
that  the  cancer  never  gets  started,  never  gets  a  toehold.  A  second 
broad  area  is  strengthening  natural  defenses  against  cancer.  This 
may  be  the  most  important  overall  impact  of  the  gross  elements  of 
diet — proportions  of  the  major  dietary  fractions,  as  opposed  to  trace 
contaminants. 

A  third  area  is  what  is  called  hemoprevention.  That  is  the  devel- 
opment of  drugs  and  drug-like  materials  that  one  can  take  over  a 
lifetime  to  interrupt  the  development  and  progress  of  a  malignant 
neoplasm.  As  I  say,  all  of  these  things  are  in  progress.  I  think  they 
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are  being  done  well.  But  I  am  calling  for  a  very  substantial  expan- 
sion in  these. 

I  might  add,  sir,  I  take  strong  exception  to  the  notion  that  we 
must  understand  causation,  that  we  must  approach  it  as  if  our  un- 
derstanding is  necessary  for  any  effective  action.  This  has  not  been 
true  in  a  wide  range  of  medical  advances.  We  knew  about  the  bene- 
ficial effects  of  vaccination  and  immunization,  put  them  to  good  use 
before  we  knew  how  they  worked.  The  same  is  true  of  antibiotics. 
The  early  years  of  the  antibiotic  era,  we  saved  thousands,  perhaps 
millions,  of  lives,  without  knowing  how  antibiotics  really  worked. 
We  knew  that  they  did  work. 

Dietary  diseases  is  another  example.  We  were  able  to  block  the 
development  of  beri-beri,  rickets,  scurvy,  and  pellagra  without 
knowing  the  basic  biology  behind  those.  Even  in  lung  cancer,  we 
knew  that  smoking  was  a  very  serious  health  threat,  that  it  caused 
most  lung  cancers,  before  we  knew  anything  about  how  it  worked. 
So,  in  summary,  I  would  say  that  we  do  not,  in  general,  need  to 
know  about  causation  in  order  to  undertake  effective  action. 

I  am  not  arguing  against  research  on  causation,  but  I  think  it 
has  to  be  kept  in  this  find  of  context. 

BREAST  CANCER  ACTION  PLAN 

Senator  Specter.  Dr.  Klausner,  we  have  had  some  discussions 
about  the  breast  cancer  action  plan.  And  I  know  that  there  are 
many  who  think  that  research  is  the  only  real  line.  We  have  had 
the  mobile  mammograms,  which  came  to  Philadelphia.  And  some 
people  said,  we  really  ought  not  to  be  investing  in  that  kind  of  de- 
tection. And  there  has  been  some  revision  in  what  was  in  the  last 
appropriations  bill  on  the  breast  cancer  action  plan,  a  fair  amount 
of  which  is  devoted  to  prevention. 

Will  the  prevention  aspects  that  are  in  the  breast  cancer  action 
plan  be  carried  out  under  whatever  arrangement  has  been  worked 
out?  I  have  not  yet  resolved  that  with  Secretary  Shalala.  I  wrote 
to  her  months  ago,  and  have  not  had  a  formal  response  to  that. 
What  is  happening  there? 

Dr.  Klausner.  The  action  plan,  of  course,  sits  in  the  Secretary's 
Office,  in  the  Office  of  Women's  Health.  And  we  have,  and  remain, 
available,  and  have  been  working  very  closely  with  Dr.  Blumenthal 
in  order  to  help  facilitate  the  type  of  activities  that  Dr.  Blumenthal 
and  the  action  plan  and  that  planning  process  wants  to  do. 

You  are  right,  most  are  prevention.  And  we  are  working  very 
closely  on — I  think  there  are  15  projects  that  were  identified.  Most 
of  which  are  involved  with  prevention  and  education  outreach,  that 
the  NCI  staff  and  expertise  and  mechanisms  are  made  available  to 
help  with  the  Office  of  Women's  Health  studies. 

Senator  Specter.  As  I  understand  it,  there  was  some  concern 
that  that  money  ought  to  be  going  to  research— we  talked  about 
that  at  an  earlier  hearing.  Do  you  think  it  ought  to  be  maintained 
in  the  prevention  category? 

Dr.  Klausner.  Oh,  yes,  I  am  very  comfortable  with  these  15 
projects  that  were  identified,  and  we  are  working  on  them. 

Senator  Specter.  And  while  it  is  not  a  part  of  the  breast  cancer 
action  plan,  mobile  mammography — digital,  as  I  understand  it — 
came  to  Philadelphia.  It  seems  to  me  that  when  you  talk  about  pre- 
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vention,  it  does  have  multiple  meanings — education  of  women, 
making  services  available  in  the  inner  city,  as  we  had  with  Temple 
University  Hospital.  Now,  that  is  not  research,  but  is  that  money 
well  spent  in  your  opinion? 

OUTREACH 

Dr.  Klausner.  I  think  it  is.  And  we  do  much  of  that.  I  mean  out- 
reach is  very  important,  and  education.  And  I  think  this  discussion 
about  prevention  is  a  very  interesting  one.  There  are  many  ways 
to  think  about  prevention.  You  have  to  define  what  is  it  you  are 
preventing.  One  can  prevent  the  first  molecular  change  by  prevent- 
ing exposure  to  a  carcinogen.  Not  all  of  these  molecular  changes 
that  lead  to  cancer  come  from  the  outside.  Those  that  do,  you  try 
to  stop.  There  is  also  prevention,  preventing  the  cancer  from  devel- 
oping, or  preventing  the  cancer  from  ever  expanding  or  spreading. 

As  we  learn  more  about  cancer,  in  fact,  I  think  this  knowledge 
will  have  the  most  impact  in  prevention.  But  what  it  will  do  is 
greatly  increase  our  definition  and  understanding  about  multiple 
places  where  we  can  prevent  what  we  want  to  prevent,  as  Dr. 
Bailar  says,  which  is  death  from  cancer. 

Senator  Specter.  Well,  I  am  going  to  have  to  excuse  myself  in 
a  moment  or  two,  but  I  want  to  ask  you  one  more  question,  Dr. 
Klausner,  that  we  have  talked  about  before;  have  you  committed 
yourself  to  funding  for  clinical  evaluation  of  MRI  imaging  in  breast 
cancer? 

Dr.  Klausner.  Yes;  we  have. 

Senator  Specter.  That  is  something  that  I  am  particularly  inter- 
ested in,  because  I  had  the  benefit  of  an  MRI  myself.  And  you  learn 
most,  I  suppose,  when  you  are  most  directly  involved. 

Senator  Harkin  is  going  to  take  over  and  preside.  And,  as  I  said 
earlier,  I  had  commitments  that  I  am  going  to  be  late  for  now.  We 
have  been  very  fortunate  in  having  great  experts  here,  such  as  Dr. 
Bailar.  You  came  from  Chicago  today? 

Dr.  Bailar.  Yes. 

CANCER 

Senator  Specter.  Our  schedule  around  here  is  just  extraor- 
dinary, with  so  many  things  we  have  to  do.  I  consider  the  work  of 
this  subcommittee  a  very,  very  high  priority.  And  cancer  is  right 
at  the  top  of  the  list,  as  we  try  to  get  additional  funding  for  NIH. 
I  thank  Dr.  Varmus  for  taking  my  personal  call  on  what  the  MRI 
is  doing  in  heart  conditions  now.  I  think  you  are  doing  phenomenal 
work. 

I  compliment  you  again,  Dr.  Klausner,  and,  Dr.  Varmus,  Director 
of  NIH.  Senator  Harkin  and  I  are  determined  to  find  extra  money 
for  NIH  somehow,  although  we  are  not  sure  where.  It  may  be  from 
Riggs  National  Bank  at  gunpoint.  [Laughter.] 

Senator  Harkin  agrees,  as  a  coconspirator,  an  active  coconspira- 
tor— we  are  determined  to  find  you  the  money. 

Senator  Harkin.  I  am  driving  the  getaway  car,  you  are  doing  the 
stickup. 

Senator  Specter.  OK  [Laughter.!. 
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And,  Dr.  Bailar,  I  compliment  you  on  producing  that  headline, 
whether  you  agree  with  it  or  not.  Because  I  think  that  the  debate 
is  really  very  good.  And  I  know  your  qualifications  as  a  researcher, 
and  I  admire  them.  And  I  believe  growth  comes  out  of  controversy. 

It  stimulates  thinking.  I  am  just  sorry  we  cannot  do  more  today. 
I  know  that  Senator  Harkin  will  have  very  incisive  questions,  and 
will  move  the  ball  along  tremendously. 

Thank  you  very  much.  I  yield  now  to  my  distinguished  colleague, 
who  has  had  very  substantial  experience  presiding  over  this  sub- 
committee, as  its  previous  chairman. 

Thank  you. 

Dr.  Klausner.  Thank  you,  Senator. 
Dr.  Bailar.  Thank  you. 

Senator  Harkin  [presiding].  I  knew  if  I  waited  long  enough,  I 
would  get  it  back.  [Laughter.] 

First  of  all,  I  apologize  for  being  late  and  not  hearing  your  testi- 
mony, but  I  have  read  it  over.  And  I  really  do  not  have  a  lot  of  inci- 
sive questions  at  all.  I  just  have  a  couple  of  issues  that  I  want  to 
cover. 

I  agree  with  Senator  Specter,  Dr.  Bailar  and  Dr.  Klausner,  I 
agree  that  it  is  good  to  have  this  debate.  I  think  we  ought  to  be 
taking  a  look  at  this.  The  headline  in  the  USA  Today:  "$30  billion 
war  on  cancer  a  bust."  I  mean  it  is  pretty  provocative.  I  know  you 
did  not  write  the  headline,  but  it  is  a  provocative  headline  and  it 
gets  people  thinking.  And  maybe  we  all  ought  to  think  about  this, 
what  direction  we  ought  to  go  in. 

So  I  agree  with  Senator  Specter  in  that  regard,  that  out  of  this 
could  come  a  good  dialog  and  debate  and  discussion  about  what 
avenues  of  research  we  ought  to  be  pursuing. 

Now,  I  am  all  for  prevention.  And  I  think  my  history  in  legisla- 
tion has  been  one  of  promoting  more  prevention  in  a  lot  of  pro- 
grams. I  guess  the  one  thing  I  just  have  to  ask,  Dr.  Bailar,  if  you 
are  going  to  talk  about  prevention,  though,  you  have  got  to  talk 
about  what  to  prevent — what  is  causing  cancer.  That  is  a  very  sim- 
ple straightforward  question.  What  causes  cancer? 

Dr.  Bailar.  That  is  an  extremely  complicated,  technical  kind  of 
question,  as  you  recognize. 

Senator  Harkin.  Yes. 

Dr.  Bailar.  On  the  other  hand,  as  I  have  already  sort  of  flagged, 
I  am  not  sure  that  we  have  to  understand  the  causes  in  order  to 
prevent  cancer.  If  we  are  going  to  identify  specific  carcinogens  and 
remove  them  from  the  environment,  yes.  But  strengthening  body 
defenses  in  one  way  or  another — the  cancer  chemopreventive 
agents  that  I  talked  about— can  act,  I  think,  without  any  real  un- 
derstanding of  the  individual  causes  of  each  form  of  cancer. 

That  is  one  of  their  glories,  that  you  do  not  have  to  deal  with 
cancer — I  suspect,  in  the  long  run,  we  will  find — that  you  do  not 
have  to  deal  with  cancer  as  a  collection  of  100,  200,  300,  or  400  dis- 
eases if  we  can  work  effectively  along  those  avenues  of  attack. 

Senator  Harkin.  But  it  seems  to  me,  if  we  do  not  know  the 
cause,  how  are  we  going  to  prevent  it?  If  we  did  not  know  the  cause 
of  smallpox,  we  could  not  prevent  it.  If  we  did  not  know  the  cause 
of  polio,  we  could  not  prevent  it.  If  we  are  out  there  flailing  around, 
we  could  come  up  with  all  kind  of  crazy  things.  I  would  like  to  get 


148 

a  better  understanding  of  how  are  you  going  to  have  a  preventative 
scheme  if  we  do  not  have  some  better  understanding  of  the  cause. 

Dr.  Bailar.  Senator,  we  were  preventing  smallpox  before  we 
knew  the  cause. 

Senator  Harkin.  We  were? 

VACCINATION 

Dr.  Bailar.  A  century  or  more  before  we  knew  about  the  small- 
pox virus,  vaccination  was  being  effective  in  saving  very  large  num- 
bers of  lives.  Acute  clinical  observation  showed  that  persons  who 
had  been  infected  with  a  related  disease,  called  cowpox,  simply  did 
not  get  smallpox.  And  that  was  the  original  source  of  this  notion 
of  vaccination,  which  

Senator  Harkin.  OK,  you  may  have  bested  me  there.  How  about 
polio? 

Dr.  Bailar.  Polio,  we  did  know  about  the  virus  at  the  time  the 
vaccine  was  developed. 

Senator  Harkin.  It  seemed  to  me  we  had  to  find  out  what  kind 
of  virus  it  was.  And  there  was  a  lot  of  research — I  happen  to  know 
a  little  bit  about  this— which  Dr.  John  Enders  and  others  did  at 
Harvard,  to  find  the  intervention.  But,  first,  they  had  to  under- 
stand what  was  causing  it,  it  would  seem  to  me. 

Dr.  Bailar.  Well,  polio  may  be  a  good  example  of  that. 

Senator  Harkin.  OK,  so  we  are  even  on  it.  OK,  we  are  even. 
[Laughter.] 

Let  me  see  if  I  can  think  of  another  one  here. 
Dr.  Bailar.  Maybe  I  can  give  you  one. 
Senator  Harkin.  OK 
Dr.  Bailar.  Scurvy. 
Senator  Harkin.  What? 

Dr.  Bailar.  Scurvy.  Which  used  to  be  very  devastating  in  navies 
and  other  populations  that  were  away  from  fresh  fruits  and  vegeta- 
bles for  long  periods  of  time. 

Senator  Harkin.  I  have  read  my  history,  yes. 

Dr.  Bailar.  And  an  English  naval  surgeon,  John  Lent,  discovered 
that  giving  sailors  lime  juice  would  prevent  scurvy. 

Senator  Harkin.  OK 

Dr.  Bailar.  He  did  not  have  the  foggiest  idea  what  was  going  on, 
but  it  worked. 

Senator  Harkin.  OK,  fine.  I  believe  that  is  a  good  approach.  I 
have  had  some  arguments  with  NIH  about  an  approach,  about 
looking  at  different  ways  of  saying,  OK,  if  you  have  a  group  of  peo- 
ple out  there  and  they  have  had  spontaneous  remissions  of  cancer, 
we  ought  to  get  a  matrix  done  of  who  they  are,  what  they  have 
come  from,  what  they  have  done,  to  see  if  there  is  connecting 
points.  We  have  talked  about  that  before.  I  have  talked  about  that 
before. 

But  it  seems  to  me,  with  cancer,  though,  since  there  are  so  many 
different  forms  and  varieties  and  how  it  starts  and  how  it  spreads, 
can  you  show  me  or  can  you  give  me  any  idea  of  any  study  that 
has  been  done  to  show  where,  if  you  do  A,  B,  and  C,  you  are  not 
going  to  get  cancer?  Or  if  you  do  this  or  if  you  do  not  do  this,  the 
results  will  be  different? 

Dr.  Bailar.  I  think  the  
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Senator  Harkin.  I  know  of  no  valid  scientific  study  that  shows 
that.  And  I  do  not  know  how  you  would  ever  set  one  up. 

Dr.  Bailar.  I  think  the  history  of  our  understanding  about  the 
relation  between  cigarette  smoking  and  lung  cancer  is  an  example 
of  that.  It  was  clear  that  there  was  a  cause-and-effect  relation  be- 
fore 1964,  at  the  time  of  the  first  Surgeon  General's  report.  Nobody 
knew  what  the  cause  was.  There  was  educated  guessing  that  it  was 
tar  or  nicotine  or  possibly  just  the  heat  that  was  in  the  tobacco 
smoke  that  might  damage  cells.  But  we  did  not  know  what  was 
going  on  at  the  molecular  or  cellular  level. 

What  we  knew  was  that  if  you  get  people  to  stop  smoking,  that 
the  rate  of  lung  cancer  would,  in  time,  start  going  down.  And  that 
has  happened. 

Senator  Harkin.  OK.  We  know  that  smoking  does  cause  lung 
cancer. 
Dr.  Bailar.  Yes. 

Senator  Harkin.  But  we  also  know — I  have  known  people  that 
smoked  all  their  life  and  never  got  lung  cancer. 
Dr.  Bailar.  Yes. 

Senator  Harkin.  So  something  else  is  going  on.  I  mean  I  can 
take  some  people  that  live  an  awful  lifestyle,  they  drink,  they 
smoke,  they  eat  the  worst  possible  kind  of  foods,  they  are  exposed 
to  all  the  worst  kinds  of  chemicals,  they  never  get  cancer.  I  can 
show  you  people  that  live  virtuous  lives,  never  drink,  never  smoke, 
eat  the  best  lands  of  foods — vegetarians — and  they  get  cancer.  See, 
I  do  not  know  of  any — what  is  the  word  I  am  looking  for — any  co- 
hort of  individuals  that  you  can  point  to,  that  because  they  lived 
a  certain  way,  ate  a  certain  way,  did  not  do  this  or  did  this,  were 
immune  from  cancer. 

Dr.  Bailar.  I  agree  with  you.  And  I  am  not  sure  to  what  extent 
this  is  a  result  of  just  random  chance — luck — that  it  affects  groups 
of  people.  You  may  have  a  group  of  persons  in  whom  the  risk  of 
cancer,  person  by  person,  is  increased,  perhaps  quite  a  lot,  but  still 
not  100  percent,  so  some  will  get  the  disease  and  some  will  not. 
There  may  also  be  some  element,  a  substantial  element,  of  individ- 
ual variation  in  risk  that  we  do  not  know  about  and  might  be  able 
to  exploit  if  we  did  know. 

There  has  been  research  to  try  to  identify  reasons  why  some  peo- 
ple are  at  high  risk  and  others  are  not.  I  do  not  think  it  has  been 
applied  across  the  board  in  the  way  that  it  might.  But  there  cer- 
tainly are  some  kinds  of  cancer  where  we  know  a  good  bit  about 
the  risk  of  individuals,  you  know,  as  opposed  to  their  neighbors  or 
even  their  close  relatives.  . 

Senator  Harkin.  I  tend  to  agree  to  a  certain  amount  that  diet 
does  have  something  to  do  with  it.  There  seems  to  be  a  lot  of  evi- 
dence out  there  about  that— not  firm,  but  some.  And  you  can  look 
at  other  societies  and  other  countries,  where  they  have  a  different 
diet  than  ours,  and  their  incidence  of  certain  kinds  of  cancer  are 
less  than  ours. 

Dr.  Bailar.  Yes. 

Senator  Harkin.  And  we  know  that. 
Dr.  Bailar.  Yes. 
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Senator  Harkin.  But  it  is  just  like  skin  cancer.  They  say  to  use 
a  sunscreen  and  do  not  go  out  in  the  sun.  Yet  there  are  countries, 
high  altitude,  where  people  live  at  very  high  altitudes,  exposed  to 
extremely  high  amounts  of  ultraviolet  radiation,  and  never  get  skin 
cancer. 

Dr.  Bailar.  Yes;  the  evidence  is  actually  stronger  than  what  you 
have  indicated.  There  have  been  a  number  of  studies  now  of  popu- 
lations that  have  migrated  from  one  area  to  another.  And  what  is 
generally  found  is  that  within  15  to  25  years,  those  who  migrate 
begin  to  acquire  the  cancer  risks  of  the  place  they  went  to. 

Senator  Harkin.  I  understand  that. 

Dr.  Bailar.  They  have  been  compared  with  siblings  and  others 
who  stayed  back  in  the  country  of  origin,  and  it  takes  about  that 
long  before  there  are  major  changes  in  cancer  risk.  I  think  that  is 
abundant  evidence  that  there  is  something  in  our  environment, 
very  broadly  defined,  that  is  determining  most  of  our  cancer  risk. 
We  do  not  know  what  it  is  in  most  cases. 

Senator  Harkin.  Why  is  it  that,  in  certain  places,  the  incidence 
of  skin  cancer  has  gone  up?  And  people  say,  well,  it  is  sunlight  ex- 
posure. Yet,  you  get  to  the  higher  reaches  of  Tibet  and  Nepal  and 
places  like  that,  where  people  are  living  at  12,000  to  15,000  feet, 
with  absolutely  no  interference  between  them  and  ultraviolet  radi- 
ation, and  they  do  not  have  that  problem.  Why  is  that? 

Dr.  Bailar.  Well,  first,  I  think  they  do  have  the  problem.  It  may 
not  be  as  great  as  it  is  here. 

Senator  Harkin.  No;  it  is  certainly  not. 

Dr.  Bailar.  It  looks  like  a  small  problem  because  large  parts  of 
those  populations  do  not  live  to  the  ages  where  skin  cancer  would 
be  common.  Beyond  that,  they  have  darker  skin  than  most  people 
of  Western  European  origin,  and  the  skin  pigmentation  may  be  im- 
portant in  this.  I  suspect  that  there  has  been  some  degree  of  natu- 
ral selection.  That  is,  their  ancestors,  who  moved  to  the  high  alti- 
tudes, with  very  intense  exposure  to  ultraviolet  light.  Not  all  sur- 
vived to  reproduce  and  have  children  because  of  the  skin  cancers 
and  other  conditions  that  might  be  related  to  that  exposure,  so  that 
their  descendants  are  more  resistant. 

It  is  possible  to  spin  out  a  number  of  theories  about  this,  I  am 
sure. 

Senator  Harkin.  Could  it  be  possible,  Dr.  Bailar,  that  100  years 
ago,  150  years  ago,  our  ancestors,  my  grandparents  and  great 
grandparents,  that  had  they  lived  beyond  the  age  of  50  years,  that 
there  might  have  been  a  lot  more  cancer  in  those  days  than  we  are 
having  today? 

Dr.  Bailar.  I  am  sure  that  there  would  have  been.  I  would  like 
to  just  inject  here  that  the  figures  that  I  have  been  talking  about — 
I  believe  all  the  figures  that  Dr.  Klausner  has  talked  about  here 
and  elsewhere— have  been  what  is  called  age  adjusted  to  remove 
the  effect  of  the  changing  age  distribution  of  the  population  at  the 
same  time  to  remove  the  effect  of  changes  in  other  causes  of  death. 

Senator  Harkin.  But  that  is  comparing  today. 

Dr.  Bailar.  No;  it  is  comparing  over  time. 

Senator  Harkin.  I  do  not  understand  that. 
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Dr.  Bailar.  The  age  adjustment  says  if  you  had  a  population 
under  a  certain  set  of  cancer  risks,  with  the  age  distribution  in  a 
specific  standard  that  you  choose,  what  would  have  happened?  So 
that  your  great  grandfather,  whoever,  from  an  earlier  era,  was  in 
a  population  that  was,  on  the  whole,  a  great  deal  younger.  Now, 
the  question  the  age  adjustment  asks  is,  what  happens  if  we  allow 
those  people  to  get  older — to  have  the  current  age  distribution  or 
the  age  distribution  in  1990  or  whatever,  what  would  we  be  observ- 
ing? 

Senator  Harkin.  I  guess  some  of  that  data  I  would  not  trust.  Be- 
cause I  have  some  personal  knowledge  of  deaths  that  occurred  in 
older  times  and  records  were  not  kept  that  well.  And  people  died 
of  the  consumption.  They  did  not  know  what  it  was.  And  they  died 
of  the  ills.  And,  you  know,  who  knows  what  it  was?  And  so  I  do 
not  accept  a  lot  of  that  data  of  previous  times. 

Dr.  Bailar.  I  agree,  sir.  And  I  do  not  myself  go  back  beyond  1950 
in  any  of  this. 

Senator  Harkin.  Yes;  that  is  getting  into  pretty  modern  times. 
I  am  just  saying  I  am  not  certain  how  long  the  plague  of  cancer 
has  been  with  us.  That  is  my  point. 

Dr.  Bailar.  From  antiquity. 

Senator  Harkin.  Well,  I  think  so. 

Dr.  Bailar.  Egyptian  mummies  have  had  evidence  of  cancer. 

Senator  Harkin.  And  I  think  so.  And  I  am  just  saying,  if  people 
lived  longer,  maybe  the  incidence  would  have  been  just  as  high 
then  as  it  is  today.  I  do  not  know. 

Dr.  Bailar.  Yes,  sir. 

PREVENTION 

Senator  Harkin.  I  have  no  way  of  knowing  that.  My  basic 
premise,  getting  back,  is  that  I  am  all  for  prevention.  But  it  seems 
to  me  we  still  have  to — how  are  you  going  to  prevent  what  you  do 
not  know  is  causing  something?  You  can  take  shots  in  the  dark, 
and  that  is  fine.  And  we  can  take  a  shot  in  the  dark.  We  can  all 
change  our  lifestyle  and  change  our  diets  and  hope  for  the  best.  I 
think  changing  our  diets  would  help  us  live  better.  It  would  help 
us  feel  better.  We  would  have  better  lives.  We  would  be  healthier. 
Our  hearts  would  be  better.  And  we  would  probably  live  longer, 
and  we  would  have  a  better  life. 

But  I  am  not  so  certain  in  my  own  mind  that  that  alone  is  where 
we  ought  to  focus  as  much  resources  as  I  think  you  are  wanting 
us  to  focus  in  the  fight  against  cancer.  And  that  is  what  I  am  con- 
cerned about.  I  want  to  find  out  what  is  the  root  cause.  What  is 
causing  those  cells  to  go  haywire?  I  think  if  we  find  that  out,  then 
it  seems  to  me  that  is  when  we  can  start  finding  out  the  cures  and 
the  preventions  of  them. 

Dr.  Bailar.  With  respect  to  diet,  we  already  have  a  good  many 
indications  that  a  class  of  vegetables  that  includes  cauliflower, 
broccoli,  brussels  sprouts,  and  so  forth  is  in  some  way,  somewhat 
protective.  Now,  that  may  be  information  that  could  be  more  thor- 
oughly checked.  I  do  not  regard  it  as  absolutely  established.  But  if 
we  learn  that  there  is  that  kind  of  correlation,  if  it  appears  on  fur- 
ther study  to  be  cause  and  effect,  there  is  something  that  we  could 
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recommend  right  now  in  a  much  more  vigorous  way  than  we  can, 
without  understanding  the  mechanisms. 

I  am  not  opposed,  sir,  to  understanding  mechanisms,  but  I  think 
we  ought  to  get  on  with  what  we  can  do  now,  whether  it  is  in  terms 
of  implementation  or  research,  based  on  these  kinds  of  hints  that 
I  have  mentioned. 

Senator  Harkin.  Well,  I  think  there  is  room  for  that. 

I  do  not  know  the  discrepancy,  Dr.  Klausner,  between  your  fig- 
ures and  Dr.  Bailar's,  in  terms  of  what  percent  of  NCI  funding  goes 
for  prevention.  I  do  not  know  what  that  is  all  about.  You  are  saying 
38,  you  are  saying  10,  I  do  not  know  what  that  is  all  about. 

Dr.  Klausner.  Well,  you  heard  it.  Dr.  Bailar  thinks  that  doing 
research  into  the  cause  of  cancer,  whether  that  is  doing  research 
to  originally  identifying  that  tobacco  is  a  cause  of  cancer — this  idea 
that  cause  only  means  molecular  cause  or  subatomic  cause  and  cel- 
lular cause.  What  you  do  is  you  look  for  mechanisms  at  the  level 
of  cause  that  tells  you  how  to  effectively  intervene.  It  is  an  oper- 
ational definition. 

The  reality  is  that  the  more  we  know  about  the  components  of 
tobacco,  the  better  we  are  at  effecting  the  prevention  that  Dr. 
Bailar  would  like  us  to  do.  Even  with  tobacco,  knowing  that  nico- 
tine is  in  tobacco  delivery  systems  and  that  is  addictive  is  ex- 
tremely important  in  effective  prevention.  Remember,  we  have 
known  that  tobacco  has  been  the  cause  of  cancer  for  quite  some 
time.  The  first  case-controlled  study  was  in  1939,  published  in  Ger- 
many. 

But,  actually,  what  you  have  to  do  to  effect  that  prevention  is 
very  difficult.  And  the  more  we  understand  about  who  is  at  risk 
and  why,  including  aspects  of  the  mechanism,  gives  us  more  and 
more  powerful  tools  at  intervening,  whether  it  is  intervening  with 
addiction,  intervening  behaviorally.  This  all  takes  research. 

If  we  try  to  turn  this  discussion  into  this  type  of  black  and  white, 
you  either  just  prevent  sort  of  magically,  whether  you  know  or  do 
not  know,  or  you  need  to  know  down  to  the  quarks — we  are  not 
saying  that.  What  we  are  saying  is  that  the  way  scientists  work  is 
you  establish  definitively  connections  that  allow  you  to  predictably 
act.  Whether  that  means  you  totally  understand  mechanism  or 
very  vaguely  understand  mechanism,  but  understand  enough  of 
what  your  intervention  is,  whether  it  is  prevention  or  treatment, 
that  it  be  predictable  in  terms  of  its  outcome.  That  is  what  science 
does  for  you.  And  it  is  a  complete  continuum. 

CHEMOPREVENTION 

Dr.  Bailar  mentioned  chemopreventions,  as  if  we  would  just 
throw  chemicals  at  people  without  knowing  why  and  how  they 
work.  Now,  there  are  chemicals  that  we  would  give  to  people  be- 
cause of  observational  studies,  such  as  aspirin  or  nonsteroidal  anti- 
inflammatories, to  prevent  cancer.  But  I  will  tell  you  that  that  is 
a  great  example  of  studying  the  molecular  mechanisms,  which 
gives  us  what  appears  to  be  the  precise  molecular  target  of  aspirin 
in  that  pathway — an  enzyme  we  think  is  called  Cox-2;  we  think 
that  is  the  precise  target;  we  think  we  can  prove  it — now  allows  us 
to  say,  well,  aspirin  does  it. 
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Since  that  is  not  a  specific  inhibitor,  only  an  inhibitor  of  that  en- 
zyme, if  that  is  the  enzyme  that  gave  that  observational  effect, 
knowing  that  connection  allows  us  now  to  design  and  test,  which 
we  are  now  doing,  chemopreventative  agents  to  prevent  colon  can- 
cer. That  may  well  be  one,  two,  or  five  steps  better  than  this  sort 
of— the  information  we  get  out  of  these  observational  studies.  And 
it  is  just  another  example  that  what  we  want  to  do,  we  want  to  do 
well,  and  we  want  to  make  sure  that  we  optimize  it. 

It  is  true  what  Dr.  Bailar  said,  we  did  not  know  how  antibiotics 
worked  when  they  were  discovered.  But  we  very  quickly  learned 
about  their  structure,  where  they  are  made  and  how  they  work. 
And  that  allowed  us  to  develop  the  enormous  explosion  of  anti- 
biotics. So  it  is  true,  it  is  not  a  black  and  white;  we  need  to  know 
how  everything  works.  But  all  of  our  history  tells  us,  the  better  we 
know  how  it  works,  the  better  we  can  intervene,  with  fewer  side 
effects  and  directed  at  the  people  that  most  need  it.  And  that  is 
really  what  we  are  talking  about. 

I  mean  the  more  I  listen  to  Dr.  Bailar,  as  he  has  said  to  me,  the 
less  we  seem  to  disagree.  We  need  to  know  things  to  the  point 
where  we  can  successfully  intervene. 

Senator  Harkin.  I  do  not  know  if  I  have  any  followup  to  that — 
other  than  I  know  a  lot  of  people  are  frustrated,  me  included,  be- 
cause we  are  not  getting  some  of  the  answers.  But,  again,  I  would 
submit,  perhaps,  Dr.  Bailar,  something  that  Senator  Specter  men- 
tioned, and  that  is  that  we  declared  war  on  cancer  in  1971? 

Dr.  Bailar.  1971. 

Senator  Harkin.  And  we  immediately  beat  a  hasty  retreat.  And 
so  if  the  war  cn  cancer  is  a  bust,  it  is  because  we  never  really 
fought  it.  People  say  $30  billion  is  a  lot  of  money.  You  know,  in  the 
scheme  of  things,  it  really  is  not. 

Dr.  Bailar.  I  agree. 

Senator  Harkin.  And  I  keep  pointing  out,  and  I  keep  pointing 
out  to  a  lot  of  people  I  see — those  who  watched  the  gulf  war  on  tel- 
evision and  saw  all  those  smart  bombs  go  down  those  chimneys 
and  all  those  missiles  intercepting  missiles  and  all  those  wonderful 
things  we  have  to  protect  our  country  and  keep  us  free — it  is  won- 
derful. It  came  about  because  of  military  research. 

In  the  last  5  years — Dr.  Klausner  is  getting  sick  of  hearing  me 
say  this — I  say  it  everywhere  I  go — you  could  spread  the  gospel; 
you  could  spread  the  word — in  the  last  5  years,  we  have  spent  more 
money  out  of  this  Congress  on  military  research  and  development 
than  we  have  on  all  biomedical  research  since  the  turn  of  the  cen- 
tury— cancer,  Alzheimer's,  diabetes,  heart,  polio,  everything.  Add  it 
all  up.  More  in  5  years — and  I  can  show  you  the  numbers,  I  have 
got  them — 5  years,  more  on  the  military  than  we  have  on  all  bio- 
medical research  since  the  turn  of  the  century. 

And  we  have  got  smart  missiles  and  we  have  got  smart  bombs; 
we  can  do  anything.  But  just  think  what  we  could  do,  instead  of 
opening — what  is  it  now — one  out  of  four  doors — if  we  could  open 
four  out  of  five.  Then  maybe  we  could  start  making  some  advance 
on  this. 

So  I  do  not  know  if  the  war  has  been  a  bust,  I  just  do  not  think 
we  ever  really  fought  it.  We  just  kept  kind  of  low-level  combat 
going  on  that  does  not  win  anything.  It  just  sort  of  keeps  it  going. 
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And  we  have  had  some  success.  People  do  live  longer.  We  have  had 
some  successes  in  certain  forms  of  cancer.  There  is  no  doubt  about 
it — that  some  early  intervention  programs  and  chemo  and  others — 
radiation  therapy  and  other  drugs  have  certainly  kept  people  alive 
longer  and  added  to  the  quality  of  their  life. 

I  am  sorry,  I  have  to  go.  I  am  sorry  to  have  to  abruptly  end  this 
like  this,  but  thank  you  both  very  much.  I  appreciate  it. 

Dr.  KLAUSNER.  Thank  you. 

Dr.  Bailar.  Thank  you,  Senator  Harkin. 

Senator  Harkin.  Thank  you,  Dr.  Bailar,  and  thank  you,  Dr. 
KLausner. 

CONCLUSION  OF  HEARINGS 

Senator  Harkin.  That  concludes  our  hearing,  the  subcommittee 
will  stand  in  recess  awaiting  the  call  of  the  Chair. 

[Whereupon,  at  4:33  p.m.,  Thursday,  June  19,  the  hearings  were 
concluded,  and  the  subcommittee  was  recessed,  to  reconvene  sub- 
ject to  the  call  of  the  Chair.] 
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